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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Public  Health  Service 
[  42  CFR  Parts  100, 122,  and  123  ] 

HEALTH  RESOURCES  PLANNING  AND 
DEVELOPMENT 

State  Health  Planning  and  Development 

Agencies  and  Capital  Expenditure  Review 

Notice  is  hereby  given  that  the  Assist¬ 
ant  Secretary  for  Health,  with  the  ap¬ 
proval  of  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare,  proposes  to  amend 
Title  42,  Code  of  Federal  Regulations,  as 
follows: 

1.  To  add  to  Part  122  thereof,  as  pro¬ 
posed  by  the  Assistant  Secretary  for 
Health  on  October  17,  1975  (40  FR 
48802),  a  new  Subpart  D,  entitled  “Pro¬ 
cedures  and  Criteria  for  Review  of  New 
Institutional  Health  Services”. 

2.  To  add  to  Subchapter  K  thereof,  as 
proposed  by  the  Assistant  Secretary  for 
Health  on  October  17,  1975  (40  FR 
48802),  a  new  Part  123,  entitled  “State 
Health  Planning  and  Development  Agen¬ 
cies”,  and  to  add  to  such  new  Part  123  the 
following  new  subparts:  Subpart  A,  en¬ 
titled  “Definitions”;  Subpart  B,  entitled 
“Designation  of  State  Health  Planning 
and  Development  Agencies”;  Subpart  C, 
entitled  "Grants  to  State  Health  Plan¬ 
ning  and  Development  Agencies”;  Sub- 
part  D,  entitled  “Statewide  Health  Co¬ 
ordinating  Councils”;  and  Subpart  E, 
entitled  “Certificate  of  Need  and  Re¬ 
view  of  New  Institutional  Health  Serv¬ 
ices.” 

3.  To  revise  Part  100  thereof,  which  as 
so  revised  will  be  entitled  “Limitation 
on  Federal  Participation  for  Capital 
Expenditures”. 

1.  Proposed  new  Subpart  D  of  Part 
122.  The  National  Health  Planning  and 
Resources  Development  Act  of  1974  (P.L. 
93-641,  January  4,  1975)  added  to  the 
Public  Health  Service  Act  (hereinafter 
“the  Act”)  a  new  Title  XV,  “National 
Health  Planning  and  Development”,  and 
a  new  Title  XVI,  “Health  Resources  De¬ 
velopment”.  Among  other  things,  the 
new  Title  XV  authorizes  the  Secretary 
to  enter  into  agreements  with  eligible 
entities  for  the  designation  of  such  enti¬ 
ties  as  health  systems  agencies  (HSAs) 
for  health  service  areas  established  pur¬ 
suant  to  section  1511  of  the  Act  and  to 
provide  grant  assistance  to  such  HSAs. 
On  October  17,  1975,  the  Assistant  Sec¬ 
retary  for  Health,  with  the  approval  of 
the  Secretary,  published  a  Notice  of  Pro¬ 
posed  Rulemaking  which  proposed  to  add 
to  42  CFR  a  new  Part  122,  entitled 
“Health  Systems  Agencies”.  Included  in 
the  proposed  Part  122,  in  addition  to  a 
general  definitions  provision  (Subpart 
A),  are  regulations  governing  the  desig¬ 
nation  of  HSAs  (Subpart  B)  and  grants 
to  HSAs  (Subpart  C).  Public  comment 
on  the  proposed  regulations  was  invited, 
and  comments  received  thereon  are  cur¬ 
rently  being  evaluated  within  the  Depart¬ 
ment. 

Among  the  specific  duties  required  of 
HSAs  by  Title  XV  is  that  they  perform 
reviews  of  new  Institutional  health  serv¬ 


ices  proposed  to  be  offered  or  developed 
in  their  respective  health  service  areas, 
and  make  recommendations  to  the  ap¬ 
propriate  State  health  planning  and  de¬ 
velopment  agencies  respecting  the  need 
for  such  services  (section  1513(f)  of 
the  Act).  Section  1532  of  the  Act  pro¬ 
vides,  inter  alia,  that  in  conducting  such 
reviews  or  in  conducting  any  other  re¬ 
views  of  proposed  health  services,  each 
HSA  shall  (except  to  the  extent  approved 
by  the  Secretary)  follow  procedures,  and 
apply  criteria,  developed  and  published 
by  the  HSA  in  accordance  with  regula¬ 
tions  of  the  Secretary.  The  purpose  of 
the  proposed  42  CFR  Part  122,  Subpart 
D,  is  to  set  forth  minimum  procedures 
and  criteria  for  the  conduct  by  HSAs 
of  reviews  of  new  institutional  health 
services  under  section  1513(f)  of  the  Act 
and  any  other  review's  of  proposed  health 
services,  and  to  describe  the  manner  in 
which  such  procedures  and  criteria  shall 
be  developed  and  published  by  HSAs. 

The  term  “new  institutional  health 
services”  is  made  applicable  to  the  con¬ 
struction,  development,  or  other  estab¬ 
lishment  of  a  new  “health  care  facility” 
or  “health  maintenance  organization”; 
certain  capital  expenditures  by  or  on 
behalf  of  such  facilities  and  organiza¬ 
tions;  certain  changes  in  the  bed  comple¬ 
ment  of  such  facilities  and  organizations; 
and  the  addition  of  new  health  services 
not  previously  offered  in  such  facilities 
and  organizations  (proposed  §  122.304). 
As  required  by  section  1531(5)  of  the  Act, 
the  terms  “health  care  facility”  and 
"health  maintenance  organization”  are 
defined  for  purposes  of  these  regulations 
as  they  are  in  regulations  prescribed 
under  section  1122  of  the  Social  Security 
Act.  Attention  is  called  to  the  fact  that 
such  definitions  in  the  section  1122  regu¬ 
lations  are  proposed  to  be  amended  (see 
the  proposed  revision  of  42  CFR  Part 
100,  set  out  below  and  described  in  part 
3  of  this  preamble) ;  for  convenience, 
such  proposed  definitions  are  also  set 
forth  in  proposed  Part  122,  Subpart  D 
(see  §  122.301(b)  and  (c)). 

The  proposed  Subpart  D  of  Part  122 
should  be  read  in  conjunction  with  pro¬ 
posed  Subpart  E  of  Part  123  (also  set  out 
below  and  described  in  part  2  of  this 
preamble)  and  the  proposed  revision  of 
Part  100.  Subpart  E  sets  forth  minimum 
requirements  for  State  certificate  of  need 
programs,  which  under  section  1523(a) 
(4)  (B)  of  the  Act  must  be  administered 
by  the  State  health  planning  and  devel¬ 
opment  agency;  and  section  1523(a)  (4) 
(A)  of  the  Act  requires  such  State 
Agency  to  serve  as  the  designated  plan¬ 
ning  agency  for  purposes  of  section  1122 
of  the  Social  Security  Act,  if  the  State 
has  made  an  agreement  with  the  Sec¬ 
retary  under  that  section.  Section  1523 
(a)  (4)  also  requires  that  each  State 
Agency,  in  performing  its  certificate  of 
need  and  section  1122  functions,  shall 
consider  recommendations  made  by 
HSAs  under  section  1513(f). 

Proposed  §  122.306  sets  forth  proce¬ 
dures  generally  required  for  HSA  re¬ 
views  under  Subpart  D,  in  accordance 
with  section  1532(a)  of  the  Act.  Pro¬ 
posed  §  122.307  sets  forth  the  process 


through  which  HSAs  may  seek  from 
the  Secretary  exceptions  to  the  use  of 
these  procedures.  Proposed  §  122.308  sets 
forth  the  requirement  of  section  1532  of 
the  Act  that  HSAs  adopt  criteria  for  ap¬ 
plication  in  reviews  under  proposed  Sub- 
part  D,  and  lists  the  considerations  upon 
which  such  criteria  are  to  be  based.  Pro¬ 
posed  §  122.305  sets  forth  procedural  re¬ 
quirements  regarding  the  adoption  by 
HSAs  of  review  procedures  and  criteria. 
Finally,  proposed  §  122.309  sets  forth  the 
requirement  that  an  HSA  make  certain 
specified  findings  respecting  proposed 
new  institutional  health  services  for  the 
provision  of  services  to  inpatients  be¬ 
fore  recommending  to  a  State  Agency 
that  a  certificate  of  need  be  granted,  or 
otherwise  finding  such  services  to  be 
needed.  (See  discussion  of  proposed 
§  123.410,  under  Subpart  E  of  Part  122 
below.) 

2.  Proposed  new  Part  123.  In  addition, 
the  new  Title  XV  of  the  Public  Health 
Service  Act  authorizes  the  Secretary  to 
enter  into  agreements  with  the  Governor 
of  each  State  for  the  designation  of  an 
agency  (selected  by  the  Governor)  of  the 
government  of  that  State  as  the  State 
health  planning  and  development  agency 
for  the  State  (section  1521) ,  and  to  make 
grants  to  such  agencies  to  assist  them 
in  meeting  the  costs  of  their  operation 
(section  1525).  Each  such  State  agency 
shall  have  as  its  responsibility  the  pro¬ 
vision  of  effective  physical  and  mental 
health  planning  for  its  State,  including 
specifically  the  administration  of  a  cer¬ 
tificate  of  need  program  acceptable  to 
the  Secretary;  shall,  if  the  State  chooses 
to  enter  into  an  agreement  writh  the  Sec¬ 
retary  under  section  1122  of  the  Social 
Security  Act,  serve  as  the  designated 
planning  agency  of  the  State  for  pur¬ 
poses  of  such  section  1122;  and  shall  be 
advised  generally  in  the  performance  of 
its  functions  by  a  Statewide  Health  Co¬ 
ordinating  Council.  LTnder  Title  XVI  of 
the  Act,  the  State  health  planning  and 
development  agency  is  also  required  to 
be  the  agency  of  the  State  responsible  for 
administering  or  supervising  the  ad¬ 
ministration  of  the  State  medical  facili¬ 
ties  plan  (section  1603)  if  the  State 
chooses  to  participate  in  Title  XVI. 

Proposed  Part  123  sets  forth  regula¬ 
tions  governing  the  designation  of  State 
health  planning  and  development  agen¬ 
cies  (hereinafter  “State  Agencies”)  gen¬ 
erally  (proposed  Subpart  B)  and  grants 
to  such  agencies  (proposed  Subpart  C> ; 
general  requirements  relating  to  State¬ 
wide  Health  Coordinating  Councils  (pro¬ 
posed  Subpart  D) ;  and  minimum  re¬ 
quirements  for  State  certificate  of  need 
programs  (proposed  Subpart  E).  A  de¬ 
scription  of  each  of  the  subparts  of  pro¬ 
posed  Part  123  follows. 

Subpart  A 

Proposed  Subpart  A  sets  forth  defini¬ 
tions  applicable  ot  Part  123  generally. 

Subpart  B 

Proposed  Subpart  B  sets  forth  the  re¬ 
quirements  which  must  be  met  in  order 
for  an  agency  selected  by  a  Governor  to 
be  designated  as  the  State  Agency  for  a 
State. 
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Under  proposed  S  123.102,  a  State  to 
required,  as  a  condition  precedtnt  to  en¬ 
tering  into  an  agreement  for  the  designa¬ 
tion  of  a  State  Agency  for  the  State,  to 
submit  an  application  for  such  an  agree¬ 
ment.  The  application  must  contain  the 
information  and  material  specified  in 
proposed  §  123.103.  Particular  attention 
is  directed  to  the  requirement  in  pro¬ 
posed  S  123.103(f),  that  the  application 
contain  a  statement  as  to  whether  the 
State  intends  to  participate  under  Title 
XVI  of  the  Act,  and,  if  it  does  so  intend, 
a  description  of  the  manner  in  which  the 
State  medical  facilities  plan  under  such 
Title  XVI  will  be  administered.  It  should 
be  noted  in  this  connection  that,  while 
the  State  medical  facilities  plan  may  only 
be  administered  by  the  State  health 
planning  and  development  agency  (sec¬ 
tion  1603(a)  (1)  of  the  Act) ,  that  respon¬ 
sibility  is  not  one  of  the  functions  listed 
in  section  1523  of  the  Act  which  a  State 
Agency  is  required  by  section  1521  to  per¬ 
form  under  a  designation  agreement. 
Thus,  while  no  State  medical  facilities 
plan  may  be  approved  by  the  Secretary 
under  Title  XVI  unless  it  is  adminis¬ 
tered  by  the  State  Agency,  the  perform¬ 
ance  of  Title  XVI  functions  is  not  a  pre¬ 
condition  to  designation  of  a  State 
Agency  under  Title  XV.  On  the  other 
hand.  It  is  clear  that  grants  to  State 
Agencies  under  section  1525  of  the  Act 
were  intended  by  Congress  to  be  avail¬ 
able  to  State  Agencies  to  assist  in  meet¬ 
ing  the  costs  of  administration  of  State 
medical  facilities  plans  (see  H.  Rep.  No. 
93-1382,  93d  Cong.,  2d  Sess.,  September 
26, 1974,  at  p.  83) .  Accordingly,  the  regu¬ 
lations  of  proposed  Subpart  C  require 
that  each  State  intending  to  participate 
in  the  Title  XVI  program  include  in  its 
application  for  a  section  1525  grant  a 
budget  of  proposed  expenditures  for  the 
administration  of  such  plan  (see  pro¬ 
posed  §  123.203(b)  (1)  (ii) ) .  The  informa¬ 
tion  required  by  proposed  §  123.103(f) 
will  assist  the  Secretary  in  planning  for 
Implementation  of  the  Title  XVI  pro¬ 
gram  and  is  necessary  for  its  appropriate 
coordination  with  Title  XV. 

Proposed  S  123.104  sets  forth  the  gen¬ 
eral  requirements  applicable  to  the  State 
administrative  program,  which  is  the 
program  for  performance  within  the 
State  of  the  functions  prescribed  by  sec¬ 
tion  1523  of  the  Act  and  more  fully  de¬ 
scribed  in  proposed  S  123.106. 

Proposed  §  123.105  provides,  in  accord¬ 
ance  with  section  1521(b)  (2)  of  the  Act, 
that  the  Secretary  may  enter  into  agree¬ 
ments  for  State  Agency  designation  on  a 
conditional  basis  with  a  view  to  deter¬ 
mining  the  State  Agency’s  ability  to  meet 
the  requirements  and  perform  the  func¬ 
tions  of  a  fully  designated  State  Agency. 
It  should  be  noted  that  while  paragraph 
(b)  thereof  states  that  a  conditionally 
designated  State  Agency  shall  perform 
only  such  functions  as  the  Secretary  de¬ 
termines  it  to  be  capable  of  performing, 
the  proposed  regulation  provides  that  a 
State  Agency  may  not  be  conditionally 
designated  unless  it  performs  certain 
specified  functions. 


Proposed  8  123.106  provides,  in  accord¬ 
ance  with  section  1521(b)  (3)  of  the  Act, 
that  the  Secretary  may  enter  into  agree¬ 
ments  for  full  designation  of  State  Agen¬ 
cies.  Paragraph  (b)  thereof  spells  out 
the  functions  (listed  in  section  1523(a) 
of  the  Act)  which  each  fully  designated 
State  Agency  must  perform. 

Particular  attention  is  invited  to  pro¬ 
posed  §  123.106(b)  (2)  (ii).  Proposed 
§  123.106(b)  (2)  requires  the  State 
Agency  to  prepare,  review,  and  revise  as 
necessary  a  preliminary  State  health 
plan  and  submit  such  plan  to  the  State¬ 
wide  Health  Coordinating  Council 
(“SHCC”)  for  approval  or  disapproval 
and  for  use  by  the  SHCC  in  its  develop¬ 
ment  of  the  final  State  health  plan. 
The  preliminary  State  health  plan  is, 
in  accordance  with  section  1523(b)  (2)  of 
the  Act,  to  be  “made  up  of  the  HSPs 
[Health  Systems  Plans]  of  the  health 
systems  agencies  within  the  State,”  but 
may  contain  revisions  of  such  HSPs  as 
found  necessary  by  the  State  Agency 
“to  achieve  their  appropriate  coordina¬ 
tion  or  to  deal  more  effectively  with 
statewide  health  needs”.  Subsection  (ii) 
of  proposed  8  123.106(b)  (2)  provides 
that  with  respect  to  any  health  service 
area  for  which  no  HSP  has  been  estab¬ 
lished,  the  State  Agency  may,  with  the 
approval  of  the  Secretary  and  in  accord¬ 
ance  with  the  regulations  applicable  to 
the  development  of  HSPs  by  health  sys¬ 
tems  agencies,  develop  a  plan  for  such 
area  and  Include  such  plan  in  the  pre¬ 
liminary  State  health  plan.  As  soon  as 
practicable  after  the  establishment  of  an 
HSP  by  a  health  systems  agency  for 
any  such  area,  the  preliminary  State 
health  plan  must  be  reviewed  and  revised 
by  the  State  Agency  in  light  of  such 
HSP,  and  shall  be  submitted  to  the  SHCC 
for  approval  or  disapproval  and  for  use 
in  reviewing  and  revising  as  necessary 
the  State  health  plan. 

Non:  Under  I  123.302  of  proposed  Subpart 
D  (see  below),  no  SHCC  may  be  established 
for  a  State  until  health  systems  agencies 
have  been  established  for  at  least  one-half 
of  the  health  service  areas  located  In  whole 
or  In  part  within  such  State. 

It  should  be  emphasized  that  the  pro¬ 
posed  regulations  do  not  authorize  the 
State  Agency  to  assume  any  of  the  au¬ 
thority  or  functions  of  a  health  systems 
agency;  rather  they  permit  the  State 
Agency,  where  an  HSP  has  not  been  es¬ 
tablished,  to  develop  an  areawide  plan 
for  inclusion  in  the  preliminary  State 
health  plan  and  thus  fill  the  gap  until  an 
HSP  is  established  by  the  HSA  for  the 
health  service  area. 

Proposed  8  123.107  provides,  in  accord¬ 
ance  with  section  1523(b)  (1)  of  the  Act, 
that  any  of  the  functions  described  in 
proposed  8  123.106(b)  may  be  performed 
by  another  agency  of  the  State  govern¬ 
ment  upon  request  of  the  Governor  under 
an  agreement  with  the  State  Agency 
satisfactory  to  the  Secretary.  In  order 
for  such  an  agreement  to  be  found  satis¬ 
factory,  each  of  certain  groups  of  func¬ 
tions  must  be  performed  by  a  single 
agency  (see  paragraphs  (a)  and  (b)). 


Proposed  8  123.108  prescribes  the  man¬ 
ner  in  which  Designation  Agreements 
may  be  renewed  or  terminated,  and  pro¬ 
posed  8  123.109  sets  forth  requirements 
for  public  access  to  State  Agency  records 
and  data. 

Proposed  8 123.110  includes  special 
provisions  applicable  to  States  which 
qualify  under  section  1536  of  the  Act 
for  exemption  from  the  general  require¬ 
ments  of  Title  XV  relating  to  health 
service  areas  and  health  systems  agen¬ 
cies.  These  States  are  the  Virgin  Islands, 
Guam,  the  Trust  Territory  of  the  Pacific 
Islands,  American  Samoa,  and  any  other 
State  determined  by  the  Secretary  to 
meet  the  requirements  of  section  1536(a) 
of  the  Act  (Rhode  Island  and  the  District 
of  Columbia  have  been  found  to  meet 
such  requirements).  Proposed  Subparts 
C  and  D  also  contain  special  provisions 
relating  to  section  1536  of  the  Act  (see 
§§  123.211  and  123.307). 

Subpart  C 

Proposed  Subpart  C  would  establish 
regulations  implementing  the  Secretary’s 
authority  under  section  1525  of  the  Act 
to  make  grants  to  designated  State 
health  planning  and  development  agen¬ 
cies.  Two  provisions  of  Subpart  C  are 
of  particular  interest: 

Proposed  8  123.204  sets  forth  the 
method  to  be  used  by  the  Secretary  in 
computing  the  amount  of  the  grant  to 
each  grantee  agency.  In  general,  the 
amount  will  be  the  lesser  of  (1)  an 
amount  computed  according  to  a  for¬ 
mula;  (2)  75  percent  of  the  Secretary’s 
estimate  of  the  operation  costs  of  the 
State  Agency;  or  (3)  the  amount  re¬ 
quested  by  the  State  Agency  in  its  appli¬ 
cation. 

Proposed  8  123.206  provides  that  funds 
granted  under  section  1525  are  available 
to  assist  State  agencies  in  meeting  the 
costs  of  administration  of  State  medical 
facilities  plans  under  Title  XVI  of  the 
Act,  as  well  as  the  costs  of  carrying  out 
the  State  administrative  program  under 
Title  XV  (see  discussion  wider  Subpart 
B  above) . 

Subpart  D 

Proposed  Subpart  D  sets  forth  opera¬ 
tional  and  compositional  requirements 
for  Statewide  Health  Coordinating 
Councils  (SHCCs)  in  accordance  with 
section  1524  of  the  Act. 

Particular  attention  is  invited  to  the 
following  provisions: 

(1)  Proposed  8  123.302,  which  provides 
that  a  SHCC  may  not  be  established  in 
a  State  until  health  systems  agencies 
have  been  designated  for  one-half  or 
more  of  the  health  service  areas  located 
in  whole  or  in  part  within  the  State. 

(2)  Proposed  8  123.306(a),  which  con¬ 
tains  language  stating  that  in  performing 
its  functions  of  reviewing  and  coordi¬ 
nating  HSPs  and  Annual  Implemen¬ 
tation  Plans  of  health  systems  agencies 
in  the  State  and  in  preparing,  reviewing 
and  revising  as  necessary  the  State 
health  plan,  a  plan  established  in  accord¬ 
ance  with  proposed  I  123.106(b)  (2)  (ii) 
(discussed  under  Subpart  B  above)  by  a 
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State  Agency  with  respect  to  a  health 
service  area  for  which  no  HSP  has  been 
established  by  a  health  systems  agency 
shall  be  deemed  to  be  the  HSP  for  such 
area. 

These  two  provisions  should  be  read 
in  conjunction  with  proposed  1 123.106 
<b)(2)(ii)  (discussed  above),  and  are 
generally  intended  to  minimize  delay  in 
the  development  of  health  planning  on  a 
Statewide  basis,  while  seeking  to  assure 
that  State  health  plans  will  not  proceed 
without  the  sound  basis  in  local  plan¬ 
ning  that  is  contemplated  by  the  statute. 
Under  section  1524(c)  (2)  of  the  Act,  the 
State  health  plan  is  prepared  by  the 
SHCC  on  the  basis  of  the  HSP’s  of  the 
health  systems  agencies  in  the  State  and 
the  preliminary  State  health  plan  sub¬ 
mitted  by  the  State  Agency.  Section 
1524(b)  (1)  provides  that  at  least  60  per¬ 
cent  (and  no  fewer  than  16)  of  the  mem¬ 
bers  of  the  SHCC  must  be  representatives 
appointed  by  the  Governor  from  nomi¬ 
nees  submitted  by  health  systems  agen¬ 
cies,  each  of  which  is  entitled  to  the  same 
number  of  representatives.  Thus,  the 
final  State  health  plan  cannot  be  adopted 
until  a  SHCC  has  been  established;  and 
proposed  §  123.302  assures  that  the  SHCC 
may  not  be  established  until  such  time  as 
a  substantial  portion  of  the  State  is  un¬ 
der  the  jurisdiction  of  health  systems 
agencies,  which  in  turn  are  entitled  to 
representation  on  the  SHCC. 

Proposed  §  123.303  sets  forth  general 
requirements  for  membership  on  the 
SHCC,  in  accordance  wilh  section  1524 
(b)  (1)  of  the  Act. 

Proposed  88  123.304  and  123.305  would 
establish  general  requirements  relating 
to  chairmen  of  and  terms  of  member¬ 
ship  on  SHCCs,  and  by-laws  or  similar 
rules  or  regulations.  In  addition  to  the 
specific  provision  discussed  above,  pro¬ 
posed  S  123.306  sets  forth  the  functions 
to  be  performed  by  SHCCs,  in  accord¬ 
ance  with  section  1524(c)  of  the  Act. 

The  Department  is  sensitive  to  the 
concerns  expressed  by  Governors  and 
others  that  the  final  State  Health  Plan  is 
prepared  by  the  Statewide  Health  Co¬ 
ordinating  Council.  This,  however,  is  a 
requirement  of  section  1524(c)  (2)  of  the 
Act.  However,  the  proposed  regulation 
does  contain  a  provision  at  §  123.306(b) 
(1)  (ii)  that  the  Governor  be  given  an 
opportunity  to  review  the  State  Health 
Plan  prior  to  the  public  hearing  that  the 
SHCC  is  required  to  hold. 

Subpart  E 

Section  1523(a)  (4)  (B)  of  the  Act  re¬ 
quires  each  State  health  planning  and 
development  agency  to  administer  a  State 
certificate  of  need  program  which  applies 
to  new  institutional  health  services  pro¬ 
posed  to  be  offered  or  developed  within 
the  State  and  which  is  satisfactory  to 
the  Secretary.  The  purpose  of  proposed 
Subpart  E  is  to  set  forth  the  require¬ 
ments  and  standards  that  a  State  certifi¬ 
cate  of  need  program  must  meet  in  order 
for  the  Secretary  to  find  it  satisfactory.  A 
State  certificate  of  need  program  may 
include  additional  provisons  not  incon¬ 
sistent  with  the  requirements  of  this  sub¬ 
part.  Thus,  for  example,  the  State  might 


choose  to  regulate  facilities  not  within 
the  scope  of  this  subpart,  or  to  Impose  a 
lower  threshold  on  capital  expenditures 
than  that  specified  in  these  regulations 
(see  proposed  9  123.404). 

In  addition,  section  1523(a)  (5)  of  the 
Act  requires  each  State  Agency,  after 
consideration  of  recommendations  sub¬ 
mitted  by  health  systems  agencies  under 
section  1513(f)  of  the  Act,  to  make  find¬ 
ings  as  to  the  need  for  new  institutional 
health  services  proposed  to  be  offered 
w  ithin  the  State.  The  regulations  of  Sub- 
part  E  also  set  forth  the  requirements 
and  standards  for  State  reviews  under 
section  1523(a)(5). 

It  is  recognized  that  the  requirement 
of  section  1523(a)(5)  may  appear  re¬ 
dundant  with  that  of  section  1523(a)  (4) 
(B) .  However,  as  indicated  by  the  Report 
of  the  House  Interstate  and  Foreign 
Commerce  Committee  on  this  legislation : 

•  •  •  it  is  included  to  emphasize  that  the 
review  of  new  institutional  health  services 
is  not  simply  a  regulatory  activity  but  also  a 
planning  activity  and  thus  should  begin  as 
soon  as  State  Agencies  are  designated,  not 
Just  when  certificate  of  need  law  is  in  place 

•  •  •  (H  R  Rep.  No.  93-1382,  Sept.  26,  1974, 
p.  79.) 

Thus,  while  the  requirement  that  the 
State  Agency  administer  an  acceptable 
certificate  of  need  program  does  not  ap¬ 
ply  to  a  State  until  the  expiration  of  the 
first  regular  legislative  session  of  such 
State  beginning  after  January  4,  1975 
(proposed  $  123.403(a)  (1) ),  the  require¬ 
ment  for  review  of  new  Institutional 
health  services  would  be  effective  im¬ 
mediately  upon  designation  of  the  State 
Agency. 

The  other  distinction  between  reviews 
under  section  1523(a)(4)(B)  of  the  Act 
and  those  under  section  1523(a)(5)  is 
that  the  statute  requires  that  under  the 
certificate  of  need  program  “only  those 
services,  facilities,  and  organizations 
found  to  be  needed  shall  be  offered  or  de¬ 
veloped  in  the  State”,  while  no  such  re¬ 
quirement  is  imposed  with  respect  to  re¬ 
views  of  new  institutional  health  services. 
Accordingly,  proposed  8  123.405,  “En¬ 
forcement”,  is  applicable  only  to  the  cer¬ 
tificate  of  need  program. 

Both  types  of  review  are  made  applica¬ 
ble  by  the  statute  to  “new  institutional 
health  services",  which  term  Includes  the 
construction,  development,  or  other  es¬ 
tablishment  of  a  new  “health  care  facil¬ 
ity"  or  “health  maintenance  organiza¬ 
tion”;  certain  capital  expenditures  by  or 
on  behalf  of  such  facilities  and  organiza¬ 
tions;  certain  changes  in  the  bed  com¬ 
plement  of  such  facilities  and  organi¬ 
zations;  and  the  addition  of  health 
services  not  previously  offered  in  such 
facilities  and  organizations  (proposed 
§  123.404) .  As  required  by  section  1531 
(5)  of  the  Act,  the  terms  “health  care 
facility”  and  “health  maintenance  or¬ 
ganization”  are  defined  for  purposes  of 
these  regulations  as  they  are  in  regula¬ 
tions  prescribed  under  section  1122  of  the 
Social  Security  Act.  Attention  is  called 
to  the  fact  that  such  definitions  in  the 
section  1122  regulations  are  proposed  to 
be  amended  (see  the  proposed  revision 


of  42  CFR  Part  100,  set  out  below  and 
described  in  Part  3  of  this  preamble) ; 
for  convenience,  such  proposed  defini¬ 
tions  are  also  set  forth  in  proposed  Sub¬ 
part  E  (see  1  123.401(b)  and  (c)). 

Proposed  9  123.405,  “Enforcement", 
applicable  to  the  certificate  of  need  pro¬ 
gram  required  by  section  1523(a)  (4)  (B) 
of  the  Act,  would  require  that  the  State 
program  provide  sanctions  such  as  the 
denial  or  revocation  of  a  license  to  op¬ 
erate,  civil  or  criminal  penalties,  or  in¬ 
junctive  relief,  which  the  Secretary  finds 
appropriate  to  assure  that  only  those 
new  institutional  health  services  which 
are  found  by  the  State  Agency  to  be 
needed  shall  be  offered  or  developed  and 
that  no  expenditure  in  excess  of  a  speci¬ 
fied  amount  in  preparation  for  the  offer¬ 
ing  or  development  of  a  new  institutional 
health  service  shall  be  made  without  a 
certificate  of  need.  Sanctions  leading  to 
the  denial  of  reimbursements  for  serv¬ 
ices  provided  in  health  care  facilities  or 
health  maintenance  organizations  are 
not,  in  themselves,  sufficient  sanctions 
for  purposes  of  proposed  9  123.405,  al¬ 
though  they  may  be  used  in  addition  to 
those  sanctions  which  the  Secretary 
finds  sufficient  for  such  purposes. 

Proposed  8  123.407  sets  forth  proce¬ 
dures  generally  required  for  State  Agen¬ 
cy  reviews  under  Subpart  E,  in  accord¬ 
ance  with  section  1532(a)  of  the  Act. 
Proposed  8  123.408  sets  forth  the  process 
through  which  State  Agencies  may  seek 
from  the  Secretary  exceptions  to  the  use 
of  these  procedures.  Proposed  8  123.409 
sets  forth  the  requirement  of  section 
1532  of  the  Act  that  State  Agencies  adopt 
criteria  for  application  in  reviews  under 
Subpart  E,  and  lists  the  considerations 
upon  which  such  criteria  are  to  be  based. 
Proposed  8  123.406  sets  forth  procedural 
requirements  regarding  the  adoption  by 
State  Agencies  of  review  procedures  and 
criteria. 

Finally,  proposed  8  123.410  sets  forth 
the  requirement  that  a  State  Agency 
make  certain  specified  findings  respect¬ 
ing  proposed  new  institutional  health 
services  for  the  provision  of  services 
to  inpatients  before  granting  a  cer¬ 
tificate  of  need  for  such  services  or 
otherwise  finding  such  services  to  be 
needed.  The  Secretary  considers  that  a 
major  purpose  of  State  certificate  of  need 
programs  is  to  prevent  the  construction 
of  unnecessary  and  inappropriate  health 
care  facilities.  There  is  evidence  to  sug¬ 
gest  that  there  is  an  excess  supply  of  hos¬ 
pital  beds  in  some  areas  of  the  country. 
In  addition,  some  States  already  have  ad¬ 
equate  or  excess  numbers  of  nursing  home 
beds.  The  Secretary  recognizes,  however, 
that  conditions  of  excess  supply  do  not 
exist  uniformly  in  every  State  or  in  every 
region  within  a  State.  The  findings  re¬ 
quired  by  proposed  8  123.410  are  intended 
to  confront  the  problem  of  overbuilding 
of  inpatient  facilities,  and  to  minimize 
or  eliminate  such  overbuilding. 

3.  Proposed  revision  of  42  CFR  Part 
100.  Section  1122  of  the  Social  Security 
Act,  “Limitation  on  Federal  Participation 
for  Capital  Expenditures”,  establishes  a 
procedure  whereby  Federal  reimburse¬ 
ments  under  titles  V,  XVHI,  and  XIX  of 


FEDERAL  REGISTER.  VOL.  41,  NO.  55 — FRIDAY,  MARCH  19,  1976 


* 


such  Act  will  not  be  used  to  support  cap¬ 
ital  expenditures  which  have  been  found 
by  a  health  planning  agency  designated 
for  a  State  to  be  inconsistent  with  stand¬ 
ards,  criteria,  and  plans  developed  pur¬ 
suant  to  the  Public  Health  Service  Act  or 
the  Mental  Retardation  Facilities  and 
Community  Mental  Health  Centers  Con¬ 
struction  Act  of  1963.  Regulations  imple¬ 
menting  section  1122,  which  were  pub¬ 
lished  in  the  Federal  Register  on  Novem¬ 
ber  13,  1973  (38  FR  31380-31385),  are 
codified  at  42  CFR  Part  100. 

Title  XV  of  the  Public  Health  Service 
Act,  added  by  Public  Law  93-641,  imposes 
certain  requirements  respecting  reviews 
under  section  1122.  Accordingly,  the  reg¬ 
ulations  of  Part  100  are  herein  proposed 
to  be  amended.  In  addition  to  amend¬ 
ments  required  by  Title  XV,  these  regu¬ 
lations  are  proposed  to  be  amended  to  re¬ 
flect  the  Department’s  experience  in  ad¬ 
ministering  section  1122.  Set  forth  below 
is  a  summary  of  the  major  revisions  pro¬ 
posed  for  the  regulations. 

1.  The  definition  of  the  term  "health 
care  facility”  would  be  substantially 
changed  (proposed  §  100.102(e)).  In  or¬ 
der  not  to  limit  the  coverage  of  the  cer¬ 
tificate  of  need  provisions  described  above 
to  facilities  which  are  eligible  for  partici¬ 
pation  under  the  Medicare  or  Medicaid 
programs,  the  terms  “hospital”,  "psychi¬ 
atric  hospital”,  “tuberculosis  hospital”, 
“skilled  nursing  facility”,  and  “inter¬ 
mediate  care  facility”  would  no  longer  be 
defined  as  in  sections  1861  or  1905  of  the 
Social  Security  Act,  but  rather  are  pro¬ 
posed  to  have  more  general  definitions. 
In  addition,  the  term  “organized  ambula¬ 
tory  health  care  facility”  is  proposed  to 
be  deleted  from  the  regulations,  although 
the  term  “ambulatory  surgical  facility”, 
now  listed  as  an  example  of  an  "orga¬ 
nized  ambulatory  health  care  facility”, 
would  be  retained. 

Although  the  term  "organized  ambu¬ 
latory  health  care  facility”  would  not 
be  Included  in  the  proposed  definition 
of  "health  care  facility”,  the  Department 
recognizes  that  the  practice  of  medicine 
in  ambulatory  facilities  constitutes  an 
important  means  for  delivery  of  health 
care.  The  Department  is  also  aware  that 
unnecessary  acquisitions  of  expensive 
items  of  capital  equipment  by  such  fa¬ 
cilities  might  adversely  affect  health  care 
costs.  However,  the  variety  of  forms  In 
which  “organized  ambulatory  health  care 
facilities”  manifest  themselves  resulted 
in  serious  definitional  difficulties  under 
section  1122.  Moreover,  in  light  of  the 
uneven  distribution  of  "organized  am¬ 
bulatory  health  care  facilities”  in  the 
States,  the  Department  has  decided 
against  establishing  a  uniform  national 
method  for  dealing  with  the  problem  at 
this  time.  Rather  than  require  the  inclu¬ 
sion  of  “organized  ambulatory  health 
care  facilities”  in  State  section  1122  and 
certificate  of  need  programs  (see  the  dis¬ 
cussion  of  proposed  Subpart  E  of  Part 
123  set  out  above  in  Part  2  of  this  pre¬ 
amble)  ,  the  Department  encourages  the 
States  to  undertake  various  approaches 
to  deal  with  this  issue.  The  Department 
will  assess  these  State  efforts  as  it  con¬ 
tinues  to  deal  with  this  question  and  in- 
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vites  comment  from  itnerested  parties  on 
this  issue. 

In  addition,  the  Department  has  pro¬ 
posed  the  deletion  of  "home  health  agen¬ 
cies”  from  coverage  under  section  1122 
(and  hence  would  not  require  their  in¬ 
clusion  in  State  certificate  of  need  pro¬ 
grams)  .  However,  the  Department  is  sen¬ 
sitive  to  the  concern  that  such  agencies 
might  appropriately  be  subject  to  such 
reviews  and  intends  to  monitor  closely 
the  growth  and  expansion  of  such  agen¬ 
cies  in  order  to  evaluate  their  impact  on 
the  health  care  system. 

2.  A  change  in  a  proposed  capital  ex¬ 
penditure  which  itself  meets  the  defini¬ 
tion  of  a  capital  expenditure  would  sub¬ 
ject  the  entire  capital  expenditure  to  re¬ 
view  again  (proposed  §  100.103(a)(l) 
(v) ). 

3.  The  regulations  would  specifically 
provide  that  the  acquisition  of  a  health 
care  facility  or  health  maintenance  or¬ 
ganization  which  involves  a  capital  ex¬ 
penditure  in  excess  of  $100,000  is  subject 
to  review.  This  has  always  been  the  De¬ 
partment’s  interpretation  of  the  require¬ 
ments  of  section  1122  (see  38  FR  31380), 
and  the  regulations  are  proposed  to  in¬ 
clude  this  provision  so  that  there  will  be 
no  question  about  the  Department’s 
views  in  this  regard  (proposed  5 100.103 
(e». 

4.  Consistent  with  section  1523(a)(4) 
(A)  of  the  Public  Health  Service  Act,  a 
provision  requiring  that  the  agency  des¬ 
ignated  in  the  agreement  between  the 
Governor  and  the  Secretary  be  the  State 
health  planning  and  development  agency 
has  been  added  (proposed  §  100.105(a)). 
In  addition,  the  regulations  now  recog¬ 
nize  the  role  of  health  systems  agencies 
established  pursuant  to  Title  XV  of  the 
Act. 

5.  The  period  for  review'  of  proposed 
capital  expenditures  by  a  designated 
planning  agency  (DPA)  Is  proposed  to 
run  from  the  date  of  its  determination 
and  written  notification  that  an  appli¬ 
cation  Is  complete,  rather  than  from  Its 
receipt  of  a  complete  application.  The 
DPA  would  be  required  to  make  a  deter¬ 
mination  regarding  completeness  of  an 
application  and  to  provide  written  noti¬ 
fication  thereof  within  15  days  after  re¬ 
ceiving  the  application  (proposed  S  100.- 
106(a)(3)). 

6.  A  number  of  review  procedures  re¬ 
quired  by  Title  XV  of  the  Act  have  been 
added  (see  proposed  55  100.104 (e)-(i) 
and  100.106  generally). 

7.  The  provisions  respecting  a  fair 
hearing  with  respect  to  the  findings  and 
recommendations  of  the  DPA  have  been 
expanded  (proposed  5  100.106(c)).  Such 
a  hearing  is  available  to  a  health  systems 
agency  with  whose  recommendations  the 
DPA’s  findings  are  inconsistent  (as  re¬ 
quired  by  Title  XV),  as  well  as  to  the 
person  proposing  the  capital  expenditure. 
In  addition,  the  scope  of  the  hearing  offi¬ 
cer’s  responsibilities  is  set  forth  in  greater 
detail  (proposed  5  100.106(c)(4)). 

8.  A  procedure  is  proposed  for  use  in 
cases  where  the  DPA  believes  that  an 
obligation  for  a  capital  expenditure  has 
been  Incurred  for  which  timely  notice 
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as  required  by  section  1122  was  not  filed 
(proposed  5  100.106(d)). 

9.  The  provisions  regarding  payments 
by  the  Department  for  the  costs  of 
agency  review  are  proposed  to  be 
amended  to  reflect  that  payments  to 
agencies  designated  under  Title  XV  of 
the  Act  will  be  included  as  part  of  such 
agencies’  planning  grants  under  Title 

XV. 

The  public  is  advised  that  the  Secre¬ 
tary  intends,  over  the  next  several 
months,  to  issue  additional  proposed  reg¬ 
ulations  for  the  purpose  of  implementing 
other  provisions  added  to  the  Public 
Health  Service  Act  by  the  National 
Health  Planning  and  Development  Act 
of  1974.  These  will  include  proposed  reg¬ 
ulations  governing: 

(a)  the  facilities  development  program 
authorized  by  Parts  A  through  E  of  Title 

XVI,  PH8  Act; 

(b)  the  development  of  health  systems 
plans,  annual  implementation  plans,  and 
State  health  plans  under  Title  XV; 

(c)  the  review  and  approval  by  health 
systems  agencies  of  proposed  uses  of 
Federal  funds,  under  section  1513(e)  of 
the  Act: 

(d)  the  periodic  review  of  all  existing 
Institutional  health  services  by  health 
systems  agencies  (section  1513(g))  and 
State  Agencies  (section  1523(a)(6)); 

(e)  the  use  of  Area  Health  Services 
Development  Funds  granted  to  health 
systems  agencies  under  section  1640; 

(f)  the  redesignation  by  the  Secre¬ 
tary  of  health  service  areas  pursuant  to 
section  1511(b)  (4) ;  and 

(g)  national  guidelines  for  health 
planning  developed  by  the  Secretary  in 
accordance  with  section  1501. 

In  order  to  expedite  the  review  proce¬ 
dures  for  the  designation  of  State  health 
planning  and  development  agencies,  no¬ 
tice  is  hereby  given  that  applications  for 
designation  and  funding  of  such  agen¬ 
cies  may  be  submitted  prior  to  the  pub¬ 
lication  of  final  regulations  in  accord¬ 
ance  with  application  requirements  set 
forth  in  proposed  Part  123  below.  Appli¬ 
cation  materials  and  further  information 
may  be  obtained  from  the  Regional 
Health  Administrator  in  each  of  the  De¬ 
partment’s  ten  regional  offices.  It  should 
be  noted  that  these  application  materials 
and  requirements  are  based  on  the  pro¬ 
posed  regulations,  and  that  no  final  ac¬ 
tion  will  be  taken  by  the  Department 
with  respect  to  any  application  submitted 
until  final  regulations  are  published. 
Furthermore,  should  the  final  regulations 
of  Part  123  differ  from  the  proposed 
regulations,  applications  filed  on  the 
basis  of  the  proposed  regulations  will  be 
required  to  be  revised  or  amended  as 
may  be  necessary  to  conform  to  the  final 
regulations. 

Written  comments  concerning  the  pro¬ 
posed  regulations  set  out  below  are  in¬ 
vited  from  interested  persons.  Inquiries 
may  be  addressed,  and  data,  views  and 
arguments  relating  to  the  proposed  regu¬ 
lations  may  be  presented  In  writing, 
preferably  in  triplicate,  to  the  Director. 
Office  of  Policy  Coordination,  Bureau  of 
Health  Planning  and  Resources  Develop- 
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ment,  Room  11-27,  5600  Fishers  Lane, 
Rockville,  Maryland  20852.  All  comments 
received  in  response  to  this  notice  will  be 
available  for  public  inspection  and  copy¬ 
ing  at  the  Office  of  Policy  Coordination 
on  weekdays  (Federal  holidays  excepted) 
between  the  hours  of  9:00  a.m.  and  5:00 
p.m.  All  relevant  material  received  not 
later  than  May  3, 1976  will  be  considered. 

It  is  therefore  proposed  to  amend  Title 
42,  Code  of  Federal  Regulations,  as  set 
forth  below. 

Dated :  February  5, 1976. 

James  F.  Dickson, 

Acting  Assistant  Secretary 
for  Health . 

Approved:  March  11,  1976. 

David  Mathews, 

Secretary. 

PART  122— HEALTH  SYSTEMS  AGENCIES 

1.  Part  122  of  Title  42,  CFR,  is  amended 
by  adding  thereto  a  new  Subpart  D,  to 
read  as  fellows: 

Subpart  D — Procedures  and  Criteria  for  Review  of 
New  Institutional  Health  Services 

Sec. 

122.301  Definition. 

122.302  Purpose  and  applicability. 

122.303  General. 

122.304  New  Institutional  health  services 

subject  to  review. 

122.305  Adoption  and  public  notice  of  re¬ 

view  procedures  and  criteria. 

122.306  Procedures  for  health  systems  agen¬ 

cy  review. 

122.307  Exceptions  to  use  of  procedures. 

122.308  Criteria  tor  health  systems  agency 

review. 

122.309  Inpatient  facilities;  required  find¬ 

ings. 

Authority:  Sec.  215,  58  Stat.  690  (42  UJ5.C. 
216);  sec.  1532  of  the  Public  Health  Service 
Act,  88  Stat.  2251-53  (42  U.S.C.  300n-l), 

§  122.301  Definitions. 

In  addition  to  the  terms  defined  in 
subpart  A  of  this  Part,  as  used  in  this 
subpart: 

(a)  The  term  “to  develop,"  when  used 
in  connection  with  health  services,  means 
to  undertake  those  activities  which  on 
their  completion  will  result  in  the  offer 
of  a  new  institutional  health  service  or 
the  incurring  of  a  financial  obligation, 
as  defined  under  applicable  State  law, 
in  relation  to  the  offering  of  such  a 
service. 

(b)  The  term  “health  care  facility"  is 
defined  under  section  1531(5)  of  the 
Act  to  have  the  same  meaning  as  such 
term  as  in  regulations  prescribed  under 
section  1122  of  the  Social  Security  Act. 
Such  regulations  (42  CFR  $  100.102(e)) 
define  the  term  “health  care  facility”  as 
Including  hospitals,  psychiatric  hos¬ 
pitals,  tuberculosis  hospitals,  skilled 
nursing  facilities,  kidney  disease  treat¬ 
ment  centers,  including  freestanding 
hemodialysis  units,  intermediate  care  fa¬ 
cilities,  and  ambulatory  surgical  facili¬ 
ties,  but  does  not  Include  Christian 
Science  sanatoriums  operated,  or  listed 
and  certified,  by  the  First  Church  of 
Christ  Scientist,  Boston,  Massachusetts. 
Such  regulations  also  provide  that: 
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(1)  The  term  “hospital"  means  an 
institution  which  is  primarily  engaged  in 
providing  to  Inpatients,  by  or/under  the 
supervision  of  physicians,  diagnostic 
services  and  therapeutic  services  for 
medical  diagnosis,  treatment,  and  care 
of  injured,  disabled,  or  sick  persons,  or 
rehabilitation  services  for  the  rehabilita¬ 
tion  of  injured,  disabled,  or  sick  persons. 
Such  terms  does  not  include  psychiatric 
and  tuberculosis  hospitals. 

(2)  The  term  “psychiatric  hospital" 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by 
or  under  the  supervision  of  a  physician, 
psychiatric  services  for  the  diagnosis  and 
treatment  of  mentally  ill  persons. 

(3)  The  term  “tuberculosis  hospital" 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by 
or  under  the  supervision  of  a  physician, 
medical  services  for  the  diagnosis  and 
treatment  of  tuberculosis. 

(4)  The  term  “skilled  nursing  facil¬ 
ity"  means  an  Institution  or  a  distinct 
part  of  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients  skilled 
nursing  care  and  related  services  for 
patients  who  require  medical  or  nurs¬ 
ing  care,  or  rehabilitation  services  for 
the  rehabilitation  of  injured,  disabled, 
or  sick  persons. 

(5)  The  term  “intermediate  care 
facility”  means  an  institution  which 
provides,  on  a  regular  basis,  health- 
related  care  and  services  to  individuals 
who  do  not  require  the  degree  of  care 
and  treatment  which  a  hospital  or 
skilled  nursing  facility  is  designed  to 
provide,  but  who  because  of  their  mental 
or  physical  condition  require  care  and 
services  (above  the  level  of  room  and 
board)  which  can  be  made. availal le  to 
them  only  through  institutional  facili¬ 
ties. 

(6)  The  term  “ambulatory  surgical 
facility”  means  a  facility,  not  a  part  of 
a  hospital,  which  provides  surgical  treat¬ 
ment  to  patients  not  requiring  hospitali¬ 
zation. 

Such  term  does  not  include  the  offices 
of  private  physicians  or  dentists,  whether 
for  individual  or  group  practice. 

(c)  The  term  “health  maintenance 
organization”  is  defined  under  section 
1531(5)  of  the  Act  to  have  the  same 
meaning  as  such  term  has  in  regulations 
prescribed  under  section  1122  of  the 
Social  Security  Act.  Such  regulations  (42 
CFR  §  100.102(f))  define  the  term 
“health  maintenance  organization"  to 
mean  a  public  or  private  organization, 
organized  under  the  laws  of  any  State, 
which 

(1)  Provides  or  otherwise  makes 
available  to  enrolled  participants  health 
care  services,  including  at  least  the  fol¬ 
lowing  basic  health  care  services:  Usual 
physician  services,  hospitalization,  lab¬ 
oratory,  X-ray,  emergency  and  preven¬ 
tive  services,  and  out-of-area  coverage; 

(2)  Is  compensated  (except  for  co¬ 
payments)  for  the  provision  of  the  basic 
health  care  services  listed  in  paragraph 
(c)(1)  of  this  section  to  enrolled  par¬ 
ticipants  on  a  predetermined  periodic 
rate  basis;  and 


(3)  Provides  physicians’  services  pri¬ 
marily  (i)  directly  through  physicians 
who  are  either  employees  or  partners  of 
such  organization,  or  (ii)  through  ar¬ 
rangements  with  individual  physicians 
or  one  or  more  groups  of  physicians  (or¬ 
ganized  on  a  group  practice  or  individ¬ 
ual  practice  basis) . 

(d)  The  term  “health  services”  means 
clinically  related  (i.e.,  diagnostic,  cura¬ 
tive  or  rehabilitative)  services,  and  in¬ 
cludes  alcohol,  drug  abuse,  and  mental 
health  services. 

(e)  The  term  “institutional  health 
services”  means  health  services  provided 
in  or  through  health  care  facilities  or 
health  maintenance  organizations  and 
includes  the  entities  in  or  through  which 
such  services  are  provided. 

(f)  The  term  “modernization”  in¬ 
cludes  the  alteration,  repair,  remodeling, 
replacement,  and  renovation  of  existing 
buildings  (including  initial  equipment 
thereof),  and  the  replacement  of  equip¬ 
ment  of  existing  buildings. 

(g)  The  term  “to  offer,”  when  used  in 
connection  with  health  services,  means 
that  the  health  care  facility  or  health 
maintenance  organization  holds  itself 
out  as  capable  of  providing,  or  as  having 
the  means  for  the  provision  of,  specified 
health  services. 

(h)  The  term  “person”  means  an  in¬ 
dividual,  a  trust  or  estate,  a  partnership, 
a  corporation  (including  associations, 
joint  stock  companies,  and  insurance 
companies)  a  State,  or  a  political  sub¬ 
division  or  Instrumentality  (including  a 
mimic ipal  corporation)  of  a  State. 

§  122.302  Purpose  and  applicability. 

Section  1513(f)  of  the  Public  Health 
Service  Act  requires  each  health  systems 
agency,  in  order  to  assist  State  health 
planning  and  development  agencies  in 
carrying  out  their  functions  under  para¬ 
graphs  (4)  and  (5)  of  section  1523(a),  to 
review  and  make  recommendations  to 
the  appropriate  State  Agency  respecting 
the  need  for  new  institutional  health 
services  proposed  to  be  offered  or  de¬ 
veloped  in  the  health  service  area  of 
such  health  systems  agency.  Section  1532 
(a)  of  the  Act  requires  that  in  perform¬ 
ing  its  review  functions  under  section 
1513(f)  of  the  Act  or  in  conducting  any 
other  reviews  of  proposed  health  services, 
each  health  systems  agency  shall  follow 
procedures  and  apply  criteria  developed 
and  published  by  the  health  systems 
agency  in  accordance  with  regulations  of 
the  Secretary.  This  subpart  sets  forth 
the  minimum  procedures  and  criteria  to 
be  utilized  by  health  systems  agencies  in 
conducting  such  reviews  and  the  man¬ 
ner  in  which  such  procedures  and  criteria 
shall  be  developed  and  published. 

§  122.303  General. 

Except  as  provided  in  §  122.307  of  this 
subpart,  each  health  systems  agency 
shall  utilize  review  procedures  and 
criteria  which  meet  the  requirements  of 
§  122.306  and  8  122.308,  respectively, 
when  conducting  reviews  of  new  institu¬ 
tional  health  services  and  other  reviews 
of  proposed  health  services.  The  public 
shal  be  given  notice  of  such  review  pro- 
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cedures  and  criteria  in  accordance  with 
the  requirements  of  $  122.305. 

§  122.304  New  institutional  health  serv¬ 
ices  subject  to  review. 

All  new  institutional  health  services 
proposed  to  be  offered  or  developed 
within  the  health  service  area  of  the 
health  systems  agency  shall  be  subject 
to  review  under  this  subpart.  For  pur¬ 
poses  of  this  subpart,  “new  institutional 
health  services”  shall  include: 

(a)  The  construction,  development, 
or  other  establishment  of  a  new  health 
care  facility  or  health  maintenance 
organization; 

(b)  Any  expenditure  by  or  on  behalf 
of  a  health  care  facility  or  health  main¬ 
tenance  organization  in  excess  of  $150,000 
(or  such  lesser  amount  as  the  State  may 
specify)  which,  under  generally  accepted 
accounting  principles  consistently  ap¬ 
plied,  is  a  capital  expenditure; 

(c)  A  change  in  the  existing  bed  com¬ 
plement  of  a  health  care  facility  or  health 
maintenance  organization  through  the 
addition  or  conversion  of  one  of  more 
beds,  or  the  relocation  of  one  or  more 
beds  from  one  physical  facility  to  an¬ 
other;  and 

<d)  Health  services  which  are  offered 
in  or  through  a  health  care  facility  or 
health  maintenance  organization  and 
which  were  not  offered  on  a  regular  basis 
In  or  through  such  health  care  facility  or 
health  maintenance  organization  within 
the  twelve  month  period  prior  to  the  time 
such  services  would  be  offered. 

§  122.305  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  health  systems  agency  shall 
adopt  review  procedures  and  criteria  In 
accordance  with  the  requirements  of  this 
subpart  not  later  than  three  months 
from  the  date  of  its  designation  as  a 
health  systems  agency. 

(b)  Before  adopting  the  review  pro¬ 
cedures  and  criteria  required  by  this  sub¬ 
part  or  any  revisions  of  such  procedures 
and  criteria,  the  health  systems  agency 
shall  give  Interested  persons  an  oppor¬ 
tunity  to  offer  written  comments  on  the 
procedures  and  criteria,  or  any  revisions 
thereof,  which  It  proposes  to  adopt,  as 
follows: 

(1)  The  health  systems  agency  shall 
distribute  copies  of  its  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  thereof,  to  the  agencies.  Insti¬ 
tutions  and  associations  with  which  the 
agency  must  coordinate  Its  activities 
pursuant  to  section  1513(d)  of  the  Act 
and  Its  designation  agreement,  to  units 
of  local  government  within  Its  health 
service  area,  to  the  State  Agency  and 
Statewide  Health  Coordinating  Council 
of  each  State  in  which  all  or  any  part 
of  the  agency’s  health  service  area  Is 
located,  and  to  health  systems  agencies 
designated  for  contiguous  health  service 
areas. 

(2)  The  health  systems  agency  shall 
publish,  In  at  least  two  newspapers  of 
general  circulation  In  Its  health  service 
area,  a  notice  stating  that  review  pro¬ 
cedures  and  criteria,  or  revisions  thereof, 
have  been  proposed  for  adoption  and  are 


available  at  specified  addresses  for  in¬ 
spection  and  copying  by  Interested  per¬ 
sons.  Such  notice  shall  appear  In  other 
than  the  legal  notices  or  classified  adver¬ 
tisement  sections  of  such  newspapers. 

(c)  Each  health  systems  agency  shall 
distribute  copies  of  Its  adopted  review 
procedures  and  criteria,  and  any  revi¬ 
sions  thereof,  to  the  agencies  and  orga¬ 
nizations  specified  in  paragraph  (b)  (1) 
of  this  section  and  to  the  Secretary,  and 
shall  provide  such  copies  to  other  per¬ 
sons  upon  request. 

§  122.306  Procedure*  for  health  ftyMenis 
agency  review. 

(a)  The  procedures  adopted  and  uti¬ 
lized  by  a  health  systems  agency  for  con¬ 
ducting  the  reviews  covered  by  this  sub¬ 
part  shall  include  at  least  the  following: 

(1)  Written  notification  to  afTected 
persons  of  the  beginning  of  a  review, 
which  shall  include  notification  of  the 
proposed  schedule  for  the  review,  of  the 
period  within  which  a  public  hearing 
during  the  course  of  the  review  may  be 
requested  by  persons  directly  affected  by 
the  review  as  defined  in  paragraph  (a) 
(7)  of  this  section  (which  period  may 
not  be  less  than  30  days  from  the  date  of 
the  written  notification  required  by  this 
subparagraph),  and  of  the  manner  in 
which  notification  will  be  provided  of 
the  time  and  place  of  any  hearing  so  re¬ 
quested.  For  purposes  of  this  subpara¬ 
graph,  “affected  persons’*  include,  at  a 
minimum,  the  person  whose  proposal  is 
being  reviewed,  the  State  Agency  for 
each  State  in  which  all  or  any  part  of 
the  agency’s  health  service  area  is  lo¬ 
cated,  health  systems  agencies  serving 
contiguous  health  service  areas,  health 
care  facilities  and  health  maintenance 
organizations  located  In  the  health  serv¬ 
ice  area  which  provide  Institutional 
health  services,  and  those  members  of 
the  public  who  are  to  be  served  by  the 
proposed  Institutional  health  services. 
Written  notification  to  members  of  the 
public  may  be  provided  through  news¬ 
papers  of  general  circulation  In  the  area 
and  public  Information  channels;  notifi¬ 
cation  to  all  other  affected  persons  shall 
be  by  mail  (which  may  be  as  part  of  a 
newsletter) . 

(2)  (1)  With  respect  to  reviews  of  pro¬ 
posed  new  institutional  health  services 
pursuant  to  section  1513(f)  of  the  Act, 
schedules  for  reviews  which  provide  that 
no  such  review  shall  take  longer  than  the 
period  specified  In  accordance  with  42 
CFR  123.407(a)  (2)  by  the  State  Agency 
of  the  State  in  which  the  new  institu¬ 
tional  health  service  is  proposed  to  be 
offered  or  developed. 

(11)  With  respect  to  other  reviews  of 
proposed  health  services,  schedules  for 
reviews  which  provide  that  no  review 
shall,  to  the  extent  practicable,  take 
longer  than  90  days  from  the  date  of 
notification  made  in-  accordance  with 
paragraph  (a)(1)  of  this  section. 

(3)  Provision  for  persons  subject  to  a 
review  to  submit  to  the  health  systems 
agency  (In  such  form  and  manner  as  the 
agency  shall  prescribe  and  publish)  such 
Information  as  the  agency  may  require 
concerning  the  subject  of  such  review. 


(4)  Submission  of  periodic  reports  by 
providers  of  health  services  and  other 
persons  subject  to  health  systems  agency 
review  under  this  subpart  respecting  the 
development  of  proposals  subject  to  re¬ 
view. 

(5)  Provision  for  written  findings  (in¬ 
cluding,  as  appropriate,  the  findings  re¬ 
quired  under  S  123.309  of  this  subpart) 
which  state  the  basis  for  any  final  deci¬ 
sion  or  recommendation  made  by  the 
health  systems  agency.  Such  findings 
shall  be  sent  to  the  person  proposing 
the  new  institutional  health  service  and 
to  the  State  Agency  for  the  State  in 
which  the  new  institutional  health  serv¬ 
ice  is  proposed  to  be  offered  or  developed, 
and  shall  be  available  to  others  upon 
request. 

(6)  Notification,  upon  request,  of  pro¬ 
viders  of  health  services  and  other  per¬ 
sons  subject  to  health  systems  agency 
review  under  this  subpart  of  the  status 
of  the  agency  review  of  the  proposals 
subject  to  review,  findings  made  In  the 
course  of  such  review,  and  other  appro¬ 
priate  information  respecting  such  re¬ 
view. 

(7)  Provision  for  public  hearing  in  the 
course  of  agency  review  If  requested  by 
persons  directly  affected  by  the  review. 
For  purposes  of  this  subparagraph,  “per¬ 
sons  directly  affected’’  by  the  review  in¬ 
clude,  at  a  minimum,  the  person  whose 
proposal  is  being  reviewed;  members  of 
the  public  who  are  to  be  served  by  the 
proposed  new  Institutional  health  serv¬ 
ices;  health  care  facilities  and  health 
maintenance  organizations  located  in  the 
health  service  area  of  the  agency  which 
provide  services  similar  to  the  proposed 
services  under  review;  and  health  care 
facilities  and  health  maintenance  orga¬ 
nizations  located  in  the  health  service 
area  of  the  agency  which  provide  services 
similar  to  the  proposed  services  under  re¬ 
view;  and  health  care  facilities  and 
health  maintenance  organizations  which, 
prior  to  receipt  by  the  agency  of  the  pro¬ 
posal  being  reviewed,  have  formally  in¬ 
dicated  an  intention  to  provide  such  sim¬ 
ilar  services  In  the  future,  either  through 
the  filing  of  a  letter  of  Intent  or  by  adop¬ 
tion  of  a  plan.  Where  such  a  hearing  is 
requested,  the  agency  shall,  prior  to  such 
hearing,  provide  notice  of  such  hearing, 
in  accordance  with  its  procedure  adopted 
pursuant  to  paragraph  (a)  (1)  of  this 
section.  The  procedure  for  a  hearing 
must  provide  an  opportunity  for  any 
person  to  present  testimony. 

(8)  Provision  that  any  person  may,  for 
good  cause  shown,  request  in  writing  a 
public  hearing  for  purposes  of  recon¬ 
sideration  of  a  health  systems  agency 
decision.  For  purposes  of  this  subpara¬ 
graph,  an  agency  recommendation  pur¬ 
suant  to  section  1513(f)  is  not  a  decision. 

(9)  Preparation  and  publication,  at 
least  annually,  of  reports  by  the  health 
systems  agency  of  the  reviews  being  con¬ 
ducted  (Including  a  statement  concern¬ 
ing  the  status  of  each  such  review)  and 
of  the  reviews  completed  by  the  agency 
since  the  publication  of  the  last  report 
and  a  general  statement  of  the  findings 
and  decisions  made  In  the  course  of  such 
reviews. 
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(10)  Access  by  the  general  public  to  all 
applications  reviewed  by  the  health  sys¬ 
tems  agency  and  to  all  other  written  ma¬ 
terials  pertinent  to  any  agency  review. 

(11)  In  the  case  of  construction  proj¬ 
ects,  submission  to  the  health  systems 
agency  by  the  persons  proposing  such 
projects  of  letters  of  intent  in  such  detail 
as  may  be  necessary  to  inform  the  agency 
of  the  scope  and  nature  of  the  projects 
at  the  earliest  possible  opportunity  in 
the  course  of  planning  of  such  construc¬ 
tion  projects. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed. 

§  122.307  Exceptions  to  use  of  proce¬ 
dures. 

After  following  the  procedure  set  forth 
in  9  122.305(b),  an  agency  may,  with  re¬ 
spect  to  any  type  or  group  of  reviews, 
request  from  the  Secretary  an  exception 
to  the  requirement  of  9  122.303  that  It 
utilize  review  procedures  which  meet  the 
requirements  of  9  122.306.  Such  request 
shall  be  in  writing,  shall  contain  a  de¬ 
tailed  explanation  of  the  reasons  for  the 
request  and  of  the  substitute  review  pro¬ 
cedures  that  the  agency  Intends  to  follow 
if  the  exception  is  approved,  and  shall  be 
accompanied  by  copies  of  all  written 
comments  submitted  under  9  122.305(b) 
to  the  agency  with  respect  to  the  re¬ 
quest  for  an  exception.  The  Secretary 
may  grant  such  an  exception  if  he  de¬ 
termines  that  the  proposed  substitute 
procedures  are  less  costly  or  more  effec¬ 
tive,  are  consistent  with  the  purposes  of 
the  Act,  and  do  not  adversely  affect  the 
rights  of  persons  affected  by  the  sub¬ 
ject  reviews.  The  health  systems  agency 
shall  distribute  copies  of  substitute  pro¬ 
cedures  approved  by  the  Secretary  in 
accordance  with  the  requirements  of 
9  122.305(c)  of  this  subpart. 

§  122.308  Criteria  for  health  systems 
agency  review. 

(а)  The  health  systems  agency  shall 
adopt,  and  utilize  as  appropriate,  criteria 
for  conducting  the  reviews  covered  by 
this  subpart,  which  criteria  shall  include 
consideration  of  at  least  the  following: 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the  applicable 
health  systems  plan  and  annual  imple¬ 
mentation  plan  adopted  pursuant  to  sec¬ 
tion  1513(b)  (2)  and  (3),  respectively, 
of  the  Act. 

(2)  The  relationship  of  services  re¬ 
viewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing  or 
proposing  such  services. 

(3)  The  need  that  the  population 
served  or  to  be  served  by  such  services 
has  for  such  services. 

(4)  The  availability  of  alternative,  less 
costly,  or  more  effective  methods  of  pro¬ 
viding  such  services. 

(5)  Hie  immediate  and  long-term  fi¬ 
nancial  feasibility  of  the  proposal. 

(б)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  existing 
health  care  system  of  the  area  in  which 
such  services  are  proposed  to  be  pro¬ 
vided. 


(7)  The  availability  of  resources  (in¬ 
cluding  health  manpower,  management 
personnel,  and  funds  for  capital  and 
operating  needs)  for  the  provision  of  the 
services  proposed  to  be  provided  and  the 
availability  of  alternative  uses  of  such 
resources  for  the  provision  of  other 
health  services. 

(8)  The  relationship,  including  the  or¬ 
ganizational  relationship,  of  the  health 
services  proposed  to  be  provided  to  ancil¬ 
lary  or  support  services. 

(9)  The  special  needs  and  circum¬ 
stances  of  those  entities  which  provide  a 
substantial  portion  of  their  services  or 
resources,  or  both,  to  individuals  not 
residing  in  the  health  service  areas  in 
which  the  entities  are  located  or  in  ad¬ 
jacent  health  service  areas.  Such  enti¬ 
ties  may  include  medical  and  other 
health  professions  schools,  multidisci¬ 
plinary  clinics  and  specialty  centers. 

(10)  The  special  needs  and  circum¬ 
stances  of  health  maintenance  organi¬ 
zations  for  which  assistance  may  be  pro¬ 
vided  under  Title  XIII  of  the  Act. 

(11)  The  special  needs  and  circum¬ 
stances  of  biomedical  and  behavioral  re¬ 
search  projects  which  are  designed  to 
meet  a  national  need  and  for  which  local 
conditions  offer  special  advantages. 

(12)  In  the  case  of  a  construction 
project — 

(i)  the  costs  and  methods  of  the  pro¬ 
posed  construction,  including  the  costs 
and  methods  of  energy  provision,  and 

(Li)  the  probable  impact  of  the  con¬ 
struction  project  reviewed  on  the  costs 
of  providing  health  services  by  the  per¬ 
son  proposing  such  construction  project. 

(b)  Criteria  adopted  for  reviews  in  ac¬ 
cordance  with  paragraph  (a)  of  this  sec¬ 
tion  may  vary  according  to  the  purpose 
for  which  a  particular  review  is  being 
conducted  or  the  type  of  health  service 
reviewed. 

§  122.309  Inpatient  facilities;  required 
findings. 

In  the  case  of  any  proposed  new  in¬ 
stitutional  health  service  for  the  provi¬ 
sion  of  services  to  Inpatients,  a  health 
systems  agency  shall  not  recommend 
that  a  State  grant  a  certificate  of  need 
under  its  certificate  of  need  program,  or 
otherwise  make  a  finding  that  such  pro¬ 
posed  new  institutional  health  service  is 
needed,  unless  the  health  systems  agency 
makes  each  of  the  following  findings  in 
wilting: 

(a)  That  less  costly,  more  efficient  or 
more  appropriate  alternatives  to  such 
inpatient  services  are  not  available  and 
the  development  of  such  alternatives  has 
been  studied  and  found  not  practicable; 

(b)  That  existing  inpatient  facilities 
providing  inpatient  services  similar  to 
those  proposed  are  being  used  in  an  ap¬ 
propriate  and  efficient  manner; 

(c)  That  in  the  case  of  new  construc¬ 
tion,  alternatives  to  new  construction 
(eg.,  modernization  or  sharing  arrange¬ 
ments)  have  been  considered  and  have 
been  implemented  to  the  maximum  ex¬ 
tent  practicable;  and 

(d)  That  patients  will  experience  se¬ 
rious  problems  in  obtaining  inpatient 


care  of  the  type  proposed  in  the  absence 
of  the  proposed  new  service. 


PART  123— STATE  HEALTH  PLANNING 
AND  DEVELOPMENT  AGENCIES 

2.  Subchapter  K  of  Title  42,  CFR,  is 
amended  by  adding  thereto  a  new  Part 
123,  to  read  as  follows: 

Subpart  A — Definitions 

Sec. 

123.1  Definitions  0 

Subpart  B — Designation  of  State  Health  Planning 
and  Development  Agencies 

123.101  Purpose  and  Scope. 

123.102  Application. 

123.103  Contents  of  application. 

123.104  State  administrative  program. 

123.105  Conditional  Designation  Agree¬ 

ments. 

123.106  Pull  Designation  Agreements. 

123.107  Performance  of  functions  by  other 

than  the  State  Agency. 

123.108  Renewal  and  termination  of  agree¬ 

ments. 

123.109  Access  of  the  public  to  State 

Agency  records  and  data. 

123.110  Special  provisions  for  certain 

States — Section  1636  of  the  Act. 

Subpart  C — Grants  to  State  Health  Planning  and 
Development  Agencies 

123.201  Applicability. 

123.202  Eligibility. 

123.203  Application. 

123.204  Grant  award. 

1231305  Grant  payments. 

128.206  Use  of  grant  funds. 

1231207  Nondiscrimination. 

123.208  Grantee  accountability. 

123.209  Applicability  of  45  CFR  Part  74. 

123.210  Additional  conditions. 

123.211  Additional  grants  to  certain  State 

Agencies — Section  1636  of  the 
Act. 

Subpart  D — Statewide  Health  Coordinating 
Councils 

123.301  Purpose  and  scope. 

123.302  Establishment. 

123.303  Composition. 

123.304  Chairman  and  terms  of  member¬ 

ship. 

123.305  By-laws.  * 

123.306  Functions. 

123.307  Special  provision  for  membership 

of  certain  SHCC’s — Section  1636 
of  the  Act. 

9ubpart  E — Certificate  of  Need  and  Review  of 
New  Institutional  Health  Services 

123.401  Definitions. 

123.402  Purpose  and  applicability. 

123.403  General. 

123.404  News  institutional  health  services 

subject  to  review. 

123.405  Enforcement. 

123.406  Adoption  and  public  notice  of  re¬ 

view  procedures  and  criteria. 

123.407  Procedure  for  State  Agency  review. 
123.406  Exceptions  to  use  of  procedures. 

123.409  Criteria  for  State  Agency  review. 

123.410  Inpatient  facilities;  required  find¬ 

ings. 

Authority:  Sec.  215,  68  Stat.  690  (42  U.S.C. 
216);  Secs.  1521-25,  1532,  1536  of  the  Public 
Health  Service  Act;  88  Stat.  2242-49. 

Subpart  A — Definitions 
§  123.1  Definitions. 

As  used  in  this  part: 

(a)  “Act”  means  the  Public  Health 
Service  Act,  as  amended. 

(b)  “Conditionally  designated  State 
Agency”  means  an  agency  of  the  gov¬ 
ernment  of  a  State  which  has  been  dea- 
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ignated  as  a  State  health  planning  and 
development  agency  on  a  conditional 
basis  pursuant  to  section  1521(b)(2)  of 
the  Act. 

(c)  “Designation  agreement’’  means  an 
agreement  entered  into  or  renewed  pur¬ 
suant  to  section  1521  of  the  Act. 

(d)  “Fully  designated  State  Agency’’ 
means  an  agency  of  the  government  of  a 
State  which  has  been  designated  as  a 
State  health  planning  and  development 
agency  pursuant  to  section  1521(b)(3) 
of  the  Act. 

<e)  “Governor”  means  the  chief  ex¬ 
ecutive  officer  of  a  State  or  his  designee. 

(f)  “Grant  period”  means  the  period 
with  respect  to  which  assistance  is  pro¬ 
vided  under  Subpart  C  of  this  part. 

(g)  “Health  service  area”  means  an 
area  designated  by  the  Secretary  pur¬ 
suant  to  section  1511  of  the  Act  as  a 
health  service  area. 

(h)  “Health  systems  agency”  means 
a  conditionally  or  fully  designated  health 
systems  agency  designated  pursuant  to 
section  1515  of  the  Act  and  42  CFR 
Part  122. 

(1)  “Provider  of  health  care”  means 

an  Individual — 

(1)  who  is  a  direct  provider  of  health 
care  (Including  (but  not  limited  to)  a 
physician,  dentist,  nurse,  podiatrist,  or 
physician  assistant)  in  that  the  individ¬ 
ual’s  primary  current  activity  is  the  pro¬ 
vision  of  health  care  to  individuals  or 
the  administration  of  facilities  or  insti¬ 
tutions  (including  hospitals,  long-term 
care  facilities,  outpatient  facilities,  and 
health  maintenance  organizations)  in 
which  such  care  is  provided  and.  when 
required  by  State  law,  the  individual  has 
received  professional  training  in  the  pro¬ 
vision  of  such  care  or  in  such  adminis¬ 
tration  and  is  licensed  or  certified  for 
such  provision  or  administration,  or 

(2)  who  is  an  indirect  provider  of 
health  care  in  that  the  individual: 

(1)  holds  a  fiduciary  position  with  or 
has  a  fiduciary  interest  in,  an  entity  de¬ 
scribed  in  paragraph  (i)  (2)  (ii)  (B)  or 
(D)  of  this  section;  (for  purposes  of  this 
paragraph,  a  “fiduciary  position  or  inter¬ 
est”  as  applied  to  any  entity  means  a  po¬ 
sition  or  interest  with  respect  to  such 
entity  affected  with  the  character  of  a 
trust,  including  members  of  boards  of  di¬ 
rectors  and  officers,  majority  sharehold¬ 
ers,  agents  and  attorneys) ; 

(ii)  receives  (either  directly  or  through 
his  spouse)  more  than  one-tenth  of  his 
gross  annual  income  from  any  one  or 
combination  of  the  following: 

(A)  fees  or  other  compensation  for  re¬ 
search  into  or  instruction  in  the  pro¬ 
vision  of  health  care; 

(B)  entities  (or  associations  or  or¬ 
ganizations  composed  of  such  entities) 
engaged  (or  comprised  of  individuals 
who  are  engaged)  in  the  provision  of 
health  care  or  in  such  research  or  in¬ 
struction; 

(C)  producing  or  supplying  drugs  or 
other  articles  for  individuals  or  entities 
for  use  in  the  provision  of  or  in  research 
into  or  instruction  in  the  provision  of 
health  care;  and 

(D)  entitles  (or  associations  or  organi¬ 
zations  composed  of  such  entities)  en¬ 


gaged  in  producing  drugs  or  such  other 
articles; 

(iii)  is  a  member  of  the  immediate 
family  of  an  individual  described  in 
paragraph  (i)  (1)  or  paragraph  (i)  (2) 

(i),  (ii),  or  (iv)  of  this  section  (for  pur¬ 
poses  of  this  paragraph,  “immediate 
family”  as  applied  to  any  individual  in¬ 
cludes  only  his  parents,  spouse,  children, 
brothers  and  sisters  who  reside  in  the 
same  household) ;  or 

(iv)  is  engaged  in  issuing  any  policy 
or  contract  of  individual  or  group  health 
insurance  or  hospital  or  medical  service 
benefits. 

(j)  "Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare  to  whom  the  authority  involved  has 
been  delegated. 

(k)  “State”  means  any  one  of  the  sev¬ 
eral  States,  the  District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  the  Vir¬ 
gin  Islands,  Guam,  the  Trust  Territory 
of  the  Pacific  Islands,  and  American 
Samoa. 

(l)  “State  health  planning  and  devel¬ 
opment  agency”  or  “State  Agency” 
means  an  agency  of  State  government 
selected  by  the  Governor  and  designated 
in  an  agreement  entered  into  pursuant 
to  section  1521  of  the  Act  to  carry  out  the 
State’s  health  planning  and  develop¬ 
ment  program. 

(m)  “Statewide  Health  Coordinating 
Council”  or  “SHCC”  means  the  body 
established  pursuant  to  section  1524  of 
the  Act  to  advise  the  State  health  plan¬ 
ning  and  development  agency. 

Subpart  B — Designation  of  State  Health 
Planning  and  Development  Agencies 

§  123.101  Purpose  and  wopo. 

(a)  Section  1521  of  the  Public  Health 
Service  Act  authorizes  the  Secretary  to 
enter  into  an  agreement  with  the  Gover¬ 
nor  of  each  State  for  the  designation  of 
a  State  health  planning  and  development 
agency  for  such  State  for  the  purpose  of 
the  performance  within  the  State  of  the 
physical  and  mental  health  planning 
and  development  functions  prescribed  by 
section  1523  of  the  Act.  Each  such  State 
health  planning  and  development  agency 
shall  administer  the  State  administra¬ 
tive  program  prescribed  by  section  1522 
of  the  Act  and  shall,  except  as  author¬ 
ized  under  $  123.107  of  this  subpart, 
perform  within  the  State  the  functions 
prescribed  by  section  1523  of  the  Act. 

(b)  The  regulations  of  this  subpart 
are  applicable  to  agreements,  pursuant 
to  section  1521  of  the  Public  Health  Serv¬ 
ice  Act,  for  the  conditional  or  full  desig¬ 
nation  of  a  State  health  planning  and 
development  agency  for  a  State. 

§  123.102  Application. 

The  Secretary  may  not  enter  into  a 
designation  agreement  under  this  sub¬ 
part  unless  an  application  has  been  sub¬ 
mitted  to  the  Secretary  for  such  an 
agreement.  The  application  shall  be  sub¬ 
mitted  by  a  State  at  such  time  and  in 
such  form  and  manner  as  the  Secretary 
may  prescribe,  and  shall  be  executed  by 
the  Governor. 


§  123.103  Contents  of  applications. 

In  addition  to  such  other  information 
as  the  Secretary  may  require,  an  approv- 
able  application  shall  contain: 

(a)  A  State  administrative  program 
which  meets  the  applicable  requirements 
of  §  123.104  of  this  subpart. 

(b)  In  the  case  of  an  application  for 
designation  of  a  State  Agency  on  a  con¬ 
ditional  basis  pursuant  to  section  1521 
(b)  (2)  of  the  Act,  a  proposed  plan  for 
the  orderly  assumption  and  implementa¬ 
tion  of  the  health  planning  and  develop¬ 
ment  functions  prescribed  by  section 
1523  of  the  Act  and  §  123.106<b>  of  this 
subpart. 

(c)  Assurances  satisfactory  to  the  Sec¬ 
retary  that  the  agency  selected  by  the 
Governor  as  the  State  Agency  has  the 
authority  and  resources  to  administer 
the  State  administrative  program  of  the 
State  and  to  carry  out  the  health  plan¬ 
ning  and  development  functions  pre¬ 
scribed  by  section  1523  of  the  Act  (or,  in 
the  case  of  an  application  for  designa¬ 
tion  of  a  State  Agency  on  a  conditional 
basis  pursuant  to  section  1521(b)(2)  of 
the  Act) ,  that  such  agency  will  have  such 
authority  and  resources  as  may  be  re¬ 
quired  to  implement  its  approved  plan 
for  the  orderly  assumption  and  imple¬ 
mentation  of  such  functions. 

(d)  In  the  case  of  an  application  for 
full  designation  pursuant  to  section  1521 
(b)  (3)  of  the  Act,  a  description  of  the 
Statewide  Health  Coordinating  Council, 
including  a  statement  of  its  composition 
and  the  manner  in  which  it  is  organized 
and  functions,  which  shall  meet  the  re¬ 
quirements  of  subpart  D  of  this  Part. 

(e)  A  description  of  the  existing 
health  planning  and  development  ac¬ 
tivities  of  the  State,  Including  a  descrip¬ 
tion  of  the  existing  and  proposed  rela¬ 
tionships  between  the  agency  selected  by 
the  Governor  as  the  State  Agency  and 
other  agencies  of  State  government  re¬ 
sponsible  for  health  programs  of  the 
State,  including  the  agencies  responsible 
for  programs  in  alcoholism,  drug  abuse, 
mental  health,  and  health  manpower 
education  and  training  (such  as  the 
Board  of  Higher  Education  or  Commis¬ 
sion  on  Education),  and  the  manner  in 
which  planning  for  these  programs  will 
be  coordinated  with  long-range  health 
service  needs  within  the  State. 

(f)  A  statement  as  to  whether  the 
State  intends  to  develop  a  State  medical 
facilities  plan  for  the  purpose  of  partici¬ 
pating  in  the  program  authorized  by 
Title  XVI  of  the  Act,  and,  if  the  State 
does  so  intend,  a  description  of  the  man¬ 
ner  in  which  such  plan  will  be  admin¬ 
istered  by  the  State  health  planning  and 
development  agency  in  accordance  with 
section  1603  of  the  Act  and  applicable 
regulations  of  the  Secretary. 

§  123.104  State  administrative  program. 

(a)  General.  A  State  administrative 
program  (hereinafter  referred  to  as  the 
“State  Program”)  is  a  program  for  the 
performance  within  the  State  by  its  State 
Agency  of  the  functions  prescribed  by 
section  1523  of  the  Act  and  $  123.106(b) 
of  this  subpart.  The  Secretary  may  not 
approve  a  State  Program  for  a  State  un¬ 
less  it 


FEDERAL  REGISTER,  VOL.  41,  NO.  55 — FRIDAY,  MARCH  19,  1976 


11696 

(1)  Meets  the  applicable  requirements 
of  paragraph  (b)  of  this  section; 

(2)  Has  been  submitted  to  the  Secre¬ 
tary  by  the  Governor  of  the  State  as  part 
of  the  application  for  a  designation 
agreement;  and 

(3)  Has  been  submitted  to  the  Secre¬ 
tary  only  after  the  Governor  of  the  State 
has  afforded  to  members  of  the  general 
public  of  the  State  an  opportunity  to 
express  their  views  on  the  proppsed  State 
Program  both  in  writing  and  at  a  public 
meeting  sponsored  by  the  State.  Notice 
of  the  time,  place,  and  purpose  of  such 
meeting  shall  be  given  to  members  of  the 
public  through  publication  of  a  notice  in 
at  least  two  newspapers  of  general  circu¬ 
lation  in  the  State  at  least  two  weeks 
prior  to  such  meeting  and  at  least  30  days 
prior  to  the  date  of  submission  of  the 
application  to  the  Secretary.  Such  notice 
shall  appear  in  other  than  the  legal  no¬ 
tices  or  classified  advertisement  sections 
of  such  newspapers.  Such  notice  shall 
also  provide  that  a  copy  of  the  proposed 
State  Program  will  be  available  for  public 
inspection  and  copying  at  a  specified  ad¬ 
dress,  and  shall  invite  written  comments 
thereon  by  members  of  the  public.  A 
summary  of  the  comments  made  at  the 
public  meeting  and  copies  of  any  written 
comments  of  members  of  the  public  shall 
be  appended  to  the  application. 

(b)  Program  requirements.  To  be  ap¬ 
proved  by  the  Secretary  under  this  sub¬ 
part,  a  State  Program  must 

(1)  Provide  for  the  performance  with¬ 
in  the  State  (after  the  designation  of  a 
State  Agency  and  in  accordance  with 
the  designation  agreement)  of  the  func¬ 
tions  prescribed  by  section  1523  of  the 
Act  and  §  123.106(b)  of  this  subpart  and 
specify  the  State  Agency  of  the  State 
as  the  sole  agency  for  the  performance 
of  such  functions;  Provided,  that 

(1)  Subject  to  the  limitations  of  $  123.- 
107  of  this  subpart,  any  such  functions 
may  be  performed  by  another  agency  of 
the  State  government  upon  request  of 
the  Governor  under  an  agreement  with 
the  State  Agency;  and 

(11)  In  the  case  of  a  State  Agency 
designated  on  a  conditional  basis,  the 
State  Program  shall  provide  for  the  per¬ 
formance  of  such  functions  in  accord¬ 
ance  with  the  plan  for  the  orderly  as¬ 
sumption  and  Implementation  of  the 
health  planning  and  development  func¬ 
tions  contained  In  the  application; 

(2)  Contain  or  be  supported  by  evi¬ 
dence  satisfactory  to  the  Secretary  that 
the  State  Agency  has  under  State  law 
the  authority  to  carry  out  the  functions 
described  in  paragraph  (b)(1)  of  this 
section.  Such  evidence  shall  Include  ap¬ 
plicable  State  laws,  regulations  and  ex¬ 
ecutive  orders,  and  descriptions  of  State 
organizational  systems; 

(3)  Contain  a  complete  budget  for  the 
operation  of  the  State  Agency  during 
the  period  of  the  proposed  designation 
agreement  Where  the  State  Agency  pro¬ 
poses  to  administer  or  supervise  the  ad¬ 
ministration  of  the  State  medical  facili¬ 
ties  plan  approved  by  the  Secretary  pur¬ 
suant  to  Title  XVI  of  the  Act  such 
budget  shall  Include  expenditures  to  be 
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incurred  in  the  administration  of  such 
plan; 

(4)  Provide  for  adequate  consultation 
with  the  Statewide  Health  Coordinating 
Council  In  carrying  out  the  State  Pro¬ 
gram,  and  contain 

(1)  In  the  case  of  a  State  Agency 
designated  on  a  conditional  basis  in  a 
State  which  has  no  such  Council  at  the 
time  of  such  designation,  a  plan  for  the 
establishment  of  the  Council  in  accord¬ 
ance  with  Subpart  D  of  this  Part,  in¬ 
cluding  existing  or  proposed  State  laws, 
and  regulations  or  executive  orders 
which  provide  or  will  provide,  to  the 
satisfaction  of  the  Secretary,  the  requi¬ 
site  authority  for  the  Council;  or 

(ii)  In  the  case  of  a  fully  designated 
agency,  evidence  satisfactory  to  the  Sec¬ 
retary  of  authority  under  State  law  for 
such  Council,  including  existing  State 
laws,  regulations  or  executive  orders; 

(5)  Set  forth  In  such  detail  as  the 
Secretary  may  prescribe  the  qualifica¬ 
tions  for  personnel  having  responsibili¬ 
ties  in  the  performance  of  the  functions 
described  in  $  123.106(b)  of  this  sub¬ 
part  and  the  State  Program  and  the 
salary  structure  for  such  personnel,  and 
require  the  State  Agency  to  have  a  pro¬ 
fessional  staff  for  planning  and  a  pro¬ 
fessional  staff  for  development.  In  ade¬ 
quate  numbers,  at  adequate  compensa¬ 
tion,  so  organized  and  with  sufficient  ex¬ 
pertise  to  enable  the  State  Agency  to 
carry  out  its  State  Program; 

(6)  Provide  methods  of  administration 
appropriate  for  the  proper  and  efficient 
administration  of  the  function  described 
in  §  123.106(b)  of  this  subpart  and  the 
State  program,  including  the  establish¬ 
ment  and  maintenance  of  personnel 
standards  on  a  merit  basis  for  persons 
employed  by  the  State  in  carrying  out 
the  State  Program.  Conformity  with  the 
Standards  for  a  Merit  System  of  Per¬ 
sonnel  Administration,  45  CFR  Part  70, 
issued  by  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare,  including  any 
amendments  thereto,  and  any  standards 
prescribed  by  the  UJ3.  Civil  Service  Com¬ 
mission  pursuant  to  section  208  of  the 
Intergovernmental  Personnel  Act  of  1970 
(Public  Law  91-648;  84  Stat.  1915)  modi¬ 
fying  or  superseding  such  standards,  will 
be  deemed  to  meet  this  requirement  as 
determined  by  said  Commission.  Laws, 
rules,  regulations,  and  policy  statements, 
and  amendments  thereto,  effectuating 
such  methods  of  personnel  administra¬ 
tion  shall  be  included  in  the  State 
Program ; 

(7)  Require  the  State  Agency  to  per¬ 
form  its  functions  in  accordance  with 
procedures  and  criteria  established  and 
published  by  it.  which  procedures  and 
criteria  shall,  with  respect  to  any  reviews 
of  proposed  or  existing  health  services, 
conform  to  the  requirements  of  section 
1532  of  the  Act  and  the  applicable  regu¬ 
lations  of  the  Secretary; 

(8)  Require  the  State  Agency  to  con¬ 
duct  its  business  meetings  in  public  and 
give  adequate  notice  to  the  public  of 
such  meetings; 

(9)  Require  the  State  Agency  to  adopt 
a  policy  for  making  its  records  and  data 
available  to  the  general  public  in  accord¬ 


ance  with  the  requirements  of  §  123.109 
of  this  subpart; 

(10)  Provide  that  the  State  Agency 
will  enter  into  a  written  agreement  with 
each  agency  or  organization  in  the  State 
which  has  entered  into  an  agreement 
with  the  Secretary  under  section  306(e) 
of  the  Act  so  as  to  assure  that  the  State 
Agency  has  the  data  needed  on  a  timely 
basis  for  health  planning  and  resources 
development  in  the  State,  and  that  such 
data  will  be  made  available  to  all  health 
systems  agencies  designated  for  health 
service  areas  located  in  whole  or  in  part 
within  the  State; 

(11)  Require  providers  of  health  care 
doing  business  in  the  State  to  make  to 
the  State  Agency  such  statistical  and 
other  reports  of  information  related  to 
health  and  health  care  as  the  State 
Agency  finds  necessary  to  the  perform¬ 
ance  of  its  functions  under  this  subpart, 
or  as  the  Secretary  may  from  time  to 
time  prescribe,  and  make  such  reports 
available  to  the  health  systems  agencies 
for  the  respective  health  service  areas 
in  which  such  providers  are  located; 

(12)  Provide,  in  accordance  with 
methods  and  procedures  approved  by  the 
Secretary,  for  the  evaluation,  at  least 
annually,  of  the  performance  by  the 
State  Agency  of  its  functions  and  of  their 
economic  effectiveness; 

(13)  Provide  that  the  State  Agency 
will  from  time  to  time,  and  in  any  event 
not  less  often  than  annually,  review  the 
State  Program  and  submit  to  the  Secre¬ 
tary  required  modifications; 

( 14)  Require  the  State  Agency  to  make 
such  reports,  in  such  form  and  contain¬ 
ing  such  information  concerning  its 
structure,  operations,  performance  of 
functions,  and  other  matters  as  the  Sec¬ 
retary  may  from  time  to  time  require, 
and  keep  such  records  and  afford  such 
access  thereto  as  the  Secretary  may  find 
necessary  to  verti/y  such  reports; 

(15)  Require  the  State  Agency  to  pro¬ 
vide  for  fiscal  control  and  fund  account¬ 
ing  procedures,  consistent  with  appli¬ 
cable  requirements  of  Subpart  C  of  this 
Part,  as  the  Secretary  may  require  to 
assure  proper  disbursement  of,  and  ac¬ 
counting  for,  funds  received  by  the  State 
Agency  under  section  1525  of  the  Act; 

(16)  Permit  the  Secretary  and  the 
Comptroller  General  of  the  United 
States,  or  their  representatives,  to  have 
access  for  the  purpose  of  audit  and  ex¬ 
amination  to  any  books,  documents, 
papers,  and  records  of  the  State  Agency 
pertinent  to  the  disposition  of  amounts 
received  from  the  Secretary  under  sec¬ 
tion  1525  of  the  Act;  and 

(17)  Provide  that  if  the  State  Agency 
makes  a  decision  in  the  performance  of 
a  function  under  section  1523(a)  (3),  (4), 
(5)  or  (6)  or  Title  XVI  of  the  Act  which 
is  inconsistent  with  a  recommendation 
made  under  section  1513  (f),  (g)  or  (h) 
of  the  Act  by  a  health  systems  agency  for 
a  health  service  area  located  in  whole  or 
in  part  within  the  State — 

(i)  Such  decision  (and  the  record  upon 
which  it  was  made)  shall,  upon  request 
of  such  health  systems  agency,  be  re¬ 
viewed,  under  an  appeals  mechanism 
consistent  with  State  law  governing  and 
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practices  and  procedures  of  administra¬ 
tive  agencies,  by  an  agency  of  the  State 
(other  than  the  State  health  planning 
and  development  agency)  designated  by 
the  Governor,  and 

(ii)  The  decision  of  the  reviewing 
agency  shall  for  purposes  of  Titles  XV 
and  XVI  of  the  Act  be  considered  the  de¬ 
cision  of  the  State  Agency. 

§  123.105  Conditional  Designation 
Agreements. 

In  accordance  with  section  1521(b) 

(2)  of  the  Act  and  this  subpart,  the 
Secretary  may  enter  into  an  agreement 
(hereinafter  referred  to  as  the  Condi¬ 
tional  Designation  Agreement)  with  a 
Governor  for  the  designation  of  an 
agency  (selected  by  the  Governor)  of  the 
government  of  that  State  as  the  State 
Agency  on  a  conditional  basis  with  a  view 
to  determining  the  State  Agency’s  ability 
at  the  end  of  the  period  of  its  conditional 
designation  to  meet  the  requirements  and 
perform  the  functions  of  a  fully  desig¬ 
nated  State  Agency  under  the  Act  and 
this  subpart.  Such  agreement  shall  pro¬ 
vide  that: 

(a)  The  agency  is  designated  as  the 
conditionally  designated  state  Agency 
for  the  State  for  a  term  not  to  exceed 
12  months,  beginning  on  a  date  specified 
in  the  agreement. 

(b)  During  the  period  of  conditional 
designation,  the  Secretary  shall  require 
the  State  Agency  to  perform  only  such 
of  the  functions  prescribed  by  section 
1523  of  the  Act  and  §  123.106(b)  of  this 
subpart  as  he  determines  such  State 
Agency  to  be  capable  of  performing; 
Provided,  That  the  State  Agency  must 
perform  at  least  the  functions  described 
in  §  123.106(b)  (1) ,  (2) ,  and  (5)  and.  im¬ 
mediately  upon  the  establishment  of  a 
Statewide  Health  Coordinating  Council 
for  the  State,  the  functions  described  in 
§  123.106(b)(3). 

(c)  During  the  period  of  conditional 
designation  the  numbers  and  types  of  re¬ 
quirements  and  functions  may,  in  ac¬ 
cordance  with  paragraph  (b)  of  this  sec¬ 
tion,  be  progressively  increased  as  the 
State  Agency,  in  the  judgment  of  the 
Secretary,  becomes  capable  of  added 
responsibility. 

(d)  The  State  Agency  shall  meet  the 
requirements  of  the  Act,  this  subpart, 
and  any  additional  conditions  set  forth 
in  the  Conditional  Designation  Agree¬ 
ment. 

§  123.106  Full  Designation  Agreements. 

In  accordance  with  section  1521(b) 

(3)  of  the  Act  and  this  subpart,  the 
Secretary  may  enter  into  an  agreement 
(hereinafter  referred  to  as  the  Full 
Designation  Agreement)  with  a  Gov¬ 
ernor  for  the  designation  of  an  agency 
(selected  by  the  Governor)  of  that  State 
as  the  State  Agency  for  the  State.  Such 
Full  Designation  Agreement  shall  pro¬ 
vide  that: 

(a)  The  agency  is  designated  as  the 
State  Agency  for  the  State  for  a  term 
not  to  exceed  12  months,  beginning  on  a 
date  specified  in  the  agreement. 

(b)  The  State  Agency  shall,  subject  to 
§  123.107  of  this  subpart,  perform  within 
tire  State  the  following  functions: 


(1)  Conduct  the  health  planning  activ¬ 
ities  of  the  State  and  implement  those 
parts  of  the  State  health  plan  prepared 
by  the  Statewide  Health  Coordinating 
Council  pursuant  to  section  1524(c)  (2) 
of  the  Act  and  Subpart  D  of  this  Part 
and  the  plans  of  the  health  systems 
agencies  within  the  State  which  relate 
to  the  government  of  the  State; 

(2)  Prepare,  review,  and  revise  as 
necessary  (but  at  least  annually),  and 
submit  to  tht  Statewide  Health  Coordi¬ 
nating  Council  of  the  State  for  approval 
or  disapproval  and  for  use  in  developing 
the  State  health  plan  referred  to  in 
pragraph  (b)(1)  of  this  section,  a  pre¬ 
liminary  State  health  plan  which  shall 
be  made  up  of  the  Health  Systems  Plans 
(hereinafter  referred  to  as  “HSP's”)  of 
the  health  systems  agencies  within  the 
State;  Provided,  that 

(i)  Such  preliminary  plan  may,  as 
found  necessary  by  the  State  Agency, 
contain  revisions  of  such  HSP’s  to 
achieve  their  appropriate  coordination 
or  to  deal  more  effectively  with  state¬ 
wide  health  needs;  and 

(ii>  With  respect  to  any  health  service 
area  for  which  no  HSP  has  been  estab¬ 
lished  by  a  health  systems  agency,  either 
because  no  designated  health  systems 
agency  exists  for  such  area  or  because 
the  designated  health  systems  agency 
has  failed  to  produce  an  HSP,  the  State 
Agency  in  whose  State  all  or  any  part 
of  such  area  is  located  may,  after  ob¬ 
taining  the  approval  of  the  Secretary, 
establish,  annually  review,  and  amend 
as  necessary  a  plan  for  such  area  or  such 
part  of  an  area  and  may  include  such 
plan  in  the  preliminary  State  health 
plan.  Such  plan  shall  be  established  in 
accordance  with  the  requirements  of  42 
CFR  122.107(c)(2),  and  copies  of  such 
plan  shall  be  provided  to  the  Statewide 
Health  Coordinating  Council  of  the  State 
and  shall  be  subject  to  revision  as  re¬ 
quired  by  such  Council  in  accordance 
with  42  CFR  122.107(c)(4).  As  soon  as 
practicable  after  the  establishment  of  an 
HSP  by  a  health  systems  agency  for  any 
such  area,  the  preliminary  State  health 
plan  shall  be  reviewed  and  revised  as 
necessary  by  the  State  Agency  in  light 
of  such  HSP,  and  shall  be  submited  to 
the  Statewide  Health  Coordinating 
Council  for  approval  or  disapproval  and 
for  use  by  such  Council  in  reviewing  and 
revising  as  necessary  the  State  health 
plan. 

(3)  Assist  the  Statewide  Health  Co¬ 
ordinating  Council  of  the  State,  through 
the  payment  of  its  operating  expenses 
and  the  provision  of  adequate  staff  sup¬ 
port  and  appropriate  training  programs 
in  health  resources  planning  and  de¬ 
velopment  for  members  of  the  Council,  in 
the  review  of  the  State  medical  facilities 
plan  required  under  section  1603  of  the 
Act,  and  in  the  performance  of  its  func¬ 
tions  generally; 

(4)  (i)  Serve  as  the  designated  plan¬ 
ning  agency  of  the  State  for  purposes  of 
section  1122  of  the  Social  Security  Act 
and  in  accordance  with  42  CFR  Part 
100,  if  the  State  has  entered  into  an 
agreement  with  the  Secretary  pursuant 
to  such  section  1122;  and  (ii)  admin¬ 


ister  a  State  certificate  of  need  program 
which  meets  the  requirements  of  Sub¬ 
part  E  of  this  Part;  Provided,  that  the 
requirement  of  clause  (b)  (4)  (ii)  hereof 
shall  not  apply  to  a  State  Agency  of  a 
State  until  the  expiration  of  the  first 
regular  session  of  the  legislature  of  such 
State  which  begins  after  January  4, 1975: 

(5)  After  consideration  of  recommen¬ 
dations  submitted  by  Health  Systems 
Agencies  under  section  1513(f)  of  the 
Act  respecting  new  institutional  health 
services  proposed  to  be  offered  within 
the  State,  make  findings  as  to  the  need 
for  such  services  in  accordance  with  sec¬ 
tion  1532  of  the  Act  and  Subpart  E  of 
this  Part; 

(6)  Review  on  a  periodic  basis  (but 
not  less  than  often  than  every  five  years) , 
in  accordance  with  section  1532  of  the 
Act  and  applicable  regulations  of  the 
Secretary,  all  institutional  health  serv¬ 
ices  being  offered  in  the  State  and,  after 
consideration  of  recommendations  sub¬ 
mitted  by  health  systems  agencies  pur¬ 
suant  to  42  CFR  122.107(c)  (15)  respect¬ 
ing  the  appropriateness  of  such  services, 
make  public  its  findings;  Provided,  That 
such  findings  with  respect  to  any  health 
service  area  in  the  State  shall  be  made 
not  more" than  one  year  following  the 
date  on  which  the  health  systems  agency 
for  such  area  submits  its  recommenda¬ 
tions  to  the  State  Agency. 

(c)  The  State  Agency  shall  meet  the 
requirements  of  the  Act,  this  subpart, 
and  any  additional  conditions  set  forth 
in  the  Full  Designation  Agreement. 

§  123.107  Performance  of  functions  by 
other  than  the  State  Agency. 

Notwithstanding  any  other  provision 
of  this  subpart,  any  function  described 
in  S  123.106(b)  of  this  subpart  may  be 
performed  by  another  agency  of  the 
State  government  upon  request  of  the 
Governor  under  an  agreement  with 
the  State  Agency  satisfactory  to  the 
Secretary;  Provided,  That 

(a)  The  functions  described  in  S 123.- 
106(b)  (1),  (2)  and  (3)  must  all  be  per¬ 
formed  by  the  same  agency  of  the  State; 

(b)  The  functions  described  in  S  123.- 
106(b)  (4),  (5)  and  (6)  must  all  be 
performed  by  the  same  agency  of  the 
State;  and 

(c)  Any  agreement  entered  into  by 
the  State  Agency  for  the  performance  of 
one  or  more  functions  described  in 
§  123.106(b)  of  this  subpart  by  another 
agency  of  the  State  must  contain  provi¬ 
sions  satisfactory  to  the  Secretary  en¬ 
abling  the  State  Agency  to  coordinate 
the  functions  to  be  performed  by  such 
other  agency  with  the  other  functions 
described  in  such  S  123.106(b). 

§  123.108  Renewal  and  termination  of 
agreements. 

(a)  Conditionally  designated  State 
Agencies. 

(1)  Renewal.  A  Conditional  Designa¬ 
tion  Agreement  may,  at  the  option  of  the 
Secretary  and  based  upon  the  Secretary’s 
review  of  the  State  Agency's  performance 
and  its  application  for  renewal,  be  re¬ 
newed  for  an  additional  term  not  to  ex¬ 
ceed  12  months,  but  in  no  case  may  the 


FEDERAL  REGISTER,  VOL.  41,  NO.  55— FRIDAY,  MARCH  19,  1976 


116% 


PROPOSED  RULES 


total  period  of  conditional  designation  of 
a  State  Agency  exceed  24  months.  Where 
the  Secretary  determines  not  to  renew 
such  agreement,  the  Governor  will  be 
notified  in  writing  of  the  reasons  for  such 
determination. 

(2)  Termination.  A  Conditional  Des¬ 
ignation  Agreement  may  be  terminated 
by  the  Governor  prior  to  the  expiration 
of  its  term  upon  90  days  written  notice 
to  the  Secretary  which  shall  set  forth  the 
reasons  for  such  termination  and  its 
effective  date.  The  Secretary  may  termi¬ 
nate  the  Conditional  Designation  Agree¬ 
ment  prior  to  the  expiration  of  i  is  term 
upon  his  determination,  after  having 
given  the  Governor  at  least  90  days  writ¬ 
ten  notice  and  an  opportunity  for  a  hear¬ 
ing  before  an  officer  or  employee  of  the 
Department  designated  for  such  purpose 
by  the  Secretary,  that  the  State  Agency 
is  not  complying  with  the  provisions  of 
the  Agreement  or  is  incapable  of 
progressively  assuming  more  functions 
and  responsibilities. 

(b)  Fully  designated  agencies. 

(1)  Renewal.  A  Full  Designation 
Agreement  may  be  renewed  for  a  period 
not  to  exceed  12  months,  upon  the  ap¬ 
plication  by  the  Governor  for  renewal,  if 
upon  review  by  the  Secretary  (as  pro¬ 
vided  in  section  1535  of  the  Act)  he 
determines  that  the  State  Agency  has 
fulfilled,  in  a  satisfactory  manner,  the 
functions  of  a  State  Agency  as  prescribed 
by  section  1523  of  the  Act  and  the  appli¬ 
cable  provisions  of  this  subpart.  A  deter¬ 
mination  by  the  Secretary  not  to  renew 
the  Agreement  will  be  made  only  after 
he  has  provided  the  Governor  with  writ¬ 
ten  notice  of  the  reasons  for  such  failure 
to  renew  and  of  the  opportunity  for  a 
hearing  before  an  officer  or  employee 
designated  for  such  purpose  by  the  Sec¬ 
retary. 

(2)  Termination.  A  Full  Designation 
Agreement  may  be  terminated  by  the 
Governor  prior  to  the  expiration  of  its 
term  upon  90  days  written  notice  to  the 
Secretary  which  will  set  forth  the  reasons 
for  such  termination  and  its  effective 
date.  The  Agreement  may  be  terminated 
by  the  Secretary  prior  to  the  expiration 
of  its  term  if  he  determines,  after  having 
given  the  Governor  at  least  90  days  writ¬ 
ten  notice  of  the  State  Agency’s  defi¬ 
ciencies  and  the  corrective  actions  re¬ 
quired  and  an  opportunity  for  a  hearing 
before  an  officer  or  employee  of  the  De¬ 
partment  designated  for  such  purpose  by 
Secretary,  that  the  State  Agency  is  not 
complying  with  or  effectively  carrying 
out  the  provisions  of  the  Agreement. 

§  123.109  Access  of  the  public  to  State 
Agency  records  and  data. 

(a)  Each  State  Agency  shall  adopt  a 
policy  for  making  its  records  and  data 
available  to  the  public  for  inspection 
and  copying  in  accordance  with  sections 
1522(b)(6)(C)  and  1532(b)  (10)  of  the 
Act,  which  shall  include  a  procedure  for 
the  submission  of  requests  to  the  agency 
by  members  of  the  public,  the  agency’s 
procedure  for  handling  such  requests, 
and  a  uniform  fee  schedule  for  copying 
such  material  which  shall  be  limited  to 


reasonable  costs.  For  purposes  of  this 
paragraph,  “records  and  data’’  includes 
publications,  brochures,  pamphlets, 
punch  cards,  magnetic  tapes,  minutes, 
staff  manuals,  slides,  photographs,  or 
other  documentary  materials,  regardless 
of  physical  form  or  characteristics,  made 
or  received  by  the  State  Agency  in  con¬ 
nection  with  the  performance  of  the 
agency’s  functions  under  its  designation 
agreement  and  returned  by  the  agency  as 
evidence  of  the  agency’s  function,  poli¬ 
cies,  decisions,  procedures,  operations, 
programs,  or  other  activities. 

(b)  Each  State  Agency  is  required  to 
maintain  and  make  available  for  public 
inspection  and  copying  an  index  of  the 
records  and  data  of  the  agency  and  must 
publish  within  three  months  of  the  ef¬ 
fective  date  of  its  designation  agreement, 
in  at  least  two  newspapers  of  general  cir¬ 
culation  in  the  State,  a  notice  setting 
forth  the  policy  adopted  pursuant  to 
paragraph  (a)  of  this  section.  Such  no¬ 
tice  shall  appear  in  other  than  the  legal 
notices  or  classified  advertisement  sec¬ 
tions  of  such  newspapers. 

§  123.110  Special  provisions  for  certain 
States — Section  1536  of  the  Act. 

In  addition  to  the  other  provisions  of 
this  subpart,  the  provisions  of  this  sec¬ 
tion  shall  apply  with  respect  to  the  Vir¬ 
gin  Islands,  Guam,  the  Trust  Territory 
of  the  Pacific  Islands,  American  Samoa, 
and  any  other  State  determined  by  the 
Secretary  to  meet  the  requirements  of 
section  1536(a)  of  the  Act. 

(a)  Additional  functions  of  State 
Agencies.  (1)  Conditional  Designation 
Agreement.  In  the  case  of  a  State  Agency 
designated  pursuant  to  a  Conditional 
Designation  Agreement,  the  State 
Agency  shall  perform  such  of  the  func¬ 
tions  prescribed  by  section  1513  of  the 
Act  and  42  CFR  122.107(c)  as  the  Secre¬ 
tary,  in  writing,  directs  it  to  perform  in 
accordance  with  42  CFR  122.106  (b)  and 
(c),  as  though  the  State  were  a  health 
service  area  and  the  State  Agency  a 
health  systems  agency  for  such  area. 

(2)  Full  Designation  Agreement.  In 
the  case  of  a  State  Agency  designated 
pursuant  to  a  Full  Designation  Agree¬ 
ment,  the  State  Agency  shall  perform 
the  functions  prescribed  by  section  1513 
of  the  Act  and  42  CFR  122.107(c),  as 
though  the  State  were  a  health  service 
area  and  the  State  Agency  a  health  sys¬ 
tems  agency  for  such  area;  Provided. 
That  the  requirements  of  section  1513(f) 
of  the  Act  and  42  CFR  122.107(c)  (14) 
(relating  to  the  review  of  new  institu¬ 
tional  health  services  proposed  to  be 
offered  or  developed);  section  1513(g) 
of  the  Act  and  42  CFR  122.107(c)  (15) 
(relating  to  periodic  review  of  all  insti¬ 
tutional  health  services) ;  and  section 
1513(h)  of  the  Act  and  42  CFR  122.107 

(c)  (16)  (relating  to  recommendation  of 
projects  for  modernization,  construction 
and  conversion  of  medical  facilities) 
shall  not  apply  for  purposes  of  this 
section. 

(3)  Review  and  comment  by  SHCC. 
Notwithstanding  any  other  provision  of 
this  Part,  a  State  Agency  to  which  this 


section  applies  shall  afford  the  SHCC 
for  such  State  a  reasonable  opportunity 
to  review  and  comment  upon  the  follow¬ 
ing  actions  by  the  State  Agency  before 
such  actions  are  made  final: 

(i)  The  establishment,  annual  review, 
and  amendment  of  the  Annual  imple¬ 
mentation  Plan  (“AIP”)  as  described  in 
42  CFR  122.107(C)  (3)  J 

(ii)  The  development  and  publication 
of  specific  plans  and  programs  for 
achieving  the  objectives  established  in 
the  AIP,  as  described  in  42  CFR  122.107 
(c) (6) ; 

(ill)  The  making  of  grants  and  con¬ 
tracts  from  the  Area  Health  Services  De¬ 
velopment  Fund  pursuant  to  section  1640 
of  the  Act,  as  described  in  42  CFR 
122.107(c)  (9) ; 

(iv)  The  making  of  findings  as  to  the 
need  for  new  Institutional  health  serv¬ 
ices  proposed  to  be  offered  in  the  State, 
as  described  In  S  123.106(b)  (5)  of  this 
subpart; 

(v)  The  making  of  findings  as  to  the 
appropriateness  of  existing  institutional 
health  services  being  offered  in  the  State, 
as  described  in  {  123.106(b)  (6)  of  this 
subpart;  and 

(vi)  The  approval  or  disapproval  of 
each  proposed  use  of  Federal  funds 
within  the  State,  as  described  in  42  CFR 
122.107(c)  (17). 

(b)  Preliminary  State  health  plan. 
For  purposes  of  this  section,  the  Health 
Systems  Plan  developed  by  a  State 
Agency  pursuant  to  section  1513(b)  (2) 
of  the  Act  and  42  CFR  122.107(c)(2), 
made  applicable  to  State  Agencies  by 
paragraph  (a)  of  this  section,  shall  be 
deemed  to  be  the  preliminary  State 
health  plan  for  purposes  of  section  1523 
(a)  (2)  of  the  Act  and  S  123.106(b)  (2) 
of  this  subpart. 

(c)  State  Agency  staff.  Notwithstand¬ 
ing  any  other  provisions  of  this  subpart 
relating  to  State  Agency  staff,  a  State 
Agency  to  which  this  section  is  applica¬ 
ble  shall  have  a  staff  which  meets  the 
requirements  of  42  CFR  122.110;  Pro¬ 
vided.  that  the  Secretary  may,  for  good 
cause  shown  upon  application  by  any 
such  State  Agency,  waive  the  require¬ 
ments  of  42  CFR  122.110  in  whole  or  in 
part  with  respect  to  such  agency;  and 
Provided  further.  That  the  requirements 
of  section  1522(b)  (4)  (B)  of  the  Act  and 
S  123. 104(b)  (6)  of  this  subpart  (relating 
to  personnel  standards  on  a  merit  basis) 
shall  apply  to  each  State  Agency  under 
this  section. 

Subpart  C — Grants  to  State  Health 
Planning  and  Development  Agencies 

§  123.201  Applicability. 

The  regulations  of  this  subpart,  ex¬ 
cept  for  §  123.211  thereof,  are  applicable 
to  grants  under  section  1525  of  the  Pub¬ 
lic  Health  Service  Act  (42  U.S.C.  300m- 
4)  to  State  health  planning  and  develop¬ 
ment  agencies  designated  under  section 
1521  of  the  Public  Health  Service  Act 
(42  U.S.C.  300m)  to  assist  them  in  meet¬ 
ing  the  costs  of  their  operation,  including 
costs  incurred  in  the  administration  of 
the  State  medical  facilities  plan  under 
Title  XVI  of  the  Act. 


FEDERAL  REGISTER,  VOL.  41,  NO.  55 — FRIDAY,  MARCH  19,  1976 


PROPOSED  RULES 


11699 


§  123.202  Eligibility. 

Any  conditionally  or  fully  designated 
State  Agency  is  eligible  for  a  grant  under 
this  subpart. 

§  123.203  Application. 

(a)  An  application  for  a  grant  under 
this  subpart  shall  be  submitted  to  the 
Secretary  at  such  time  and  in  such  form 
and  manner  as  the  Secretary  may  pre¬ 
scribe,  and  shall  be  executed  by  an  of¬ 
ficer  or  employee  of  the  State  officially 
authorized  to  act  for  the  applicant 
agency  and  to  assume  on  behalf  of  the 
agency  the  obligations  imposed  by  the 
Act,  the  regulations  of  this  subpart,  and 
any  additional  terms  or  conditions  of  the 
grant.1 

(b)  The  application  shall  contain  the 
following:  (1)  A  full  and  complete 
budget  (i)  of  expenditures  to  be  in¬ 
curred  by  the  applicant  agency  in  carry¬ 
ing  out  its  approved  State  administra¬ 
tive  program  in  accordance  with  section 

1522  of  the  Act  and  the  terms  and  con¬ 
ditions  of  the  designation  agreement  en¬ 
tered  into  by  the  Secretary  and  the  Gov¬ 
ernor  of  the  State  pursuant  to  Subpart 
B  of  this  Part  (including  expenditures  to 
be  incurred  in  assisting  the  Statewide 
Health  Coordinating  Council  in  the  per¬ 
formance  of  its  functions),  and  (ii> 
where  the  State  Agency  is  administer¬ 
ing  or  supervising  the  administration  of 
the  State  medical  facilities  plan  ap¬ 
proved  by  the  Secretary  pursuant  to 
Title  XVI  of  the  Act,  of  expenditures  to 
be  incurred  in  the  administration  of  such 
plan. 

(2)  An  assurance  satisfactory  to  the 
Secretary  that  the  State  Agency  will  ex¬ 
pend  in  performing  the  functions  pre¬ 
scribed  by  section  1523  of  the  Act  during 
the  fiscal  year  for  which  the  grant  is 
sought  an  amount  of  funds  from  non- 
Federal  sources  which  is  at  least  as  great 
as  the  average  amount  of  funds  from 
non-Federal  sources  expended  for  such 
purposes  (excluding  expenditures  of  a 
non-recurring  nature)  in  the  three  fiscal 
years  immediately  preceding  the  fiscal 
year  for  which  the  grant  is  sought,  by 
the  State  for  which  such  State  Agency 
has  been  designated.  Such  assurance 
shall  be  supported  by  the  following: 

(i)  An  itemized  statement  showing  the 
amount  of  funds  from  non-Federal 
sources  expended  by  the  State  for  carry¬ 
ing  out  functions  described  in  section 

1523  of  the  Act  in  each  of  the  three 
fiscal  years  immediately  preceding  the 
fiscal  year  for  which  the  grant  is  sought, 
excluding  expenditures  of  a  non-recur¬ 
ring  nature;  and 

(ii)  A  description  of  the  amount  and 
sources  of  non-Federal  funds  which  will 
be  expended  by  the  State  Agency  in  car¬ 
rying  out  the  functions  described  in  sec¬ 
tion  1523  of  the  Act  under  the  designa¬ 
tion  agreement  during  the  grant  period; 
and 

1  Applications  and  instructions  may  b« 
obtained  from  the  Regional  Health  Adminis¬ 
trator  in  the  Regional  Office  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare  for 
the  region  In  which  the  State  is  located. 
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(3)  A  statement  of  the  amount  of 
grant  funds  requested. 

S  123.204  Grant  award. 

(a)  The  Secretary  will  award  a  grant 
under  this  subpart  to  each  agency  which 

(1)  Is  designated  as  a  State  Agency 
under  a  designation  agreement; 

(2)  has  provided  the  assurance  re¬ 
quired  by  5  123.203(b)(2)  of  this  sub¬ 
part;  and 

(3)  otherwise  meets  the  applicable  re¬ 
quirements  of  the  Act  and  of  this  sub¬ 
part. 

(b)  The  amount  of  any  grant  under 
this  subpart  will  be  computed  as  follows: 

(1)  The  Secretary  will  allocate  to  each 
State  the  product  of  (i)  the  percentage 
which  the  State’s  population  (as  deter¬ 
mined  by  the  Secretary  from  the  latest 
available  estimate  from  the  Department 
of  Commerce)  bears  to  the  total  of  the 
populations  of  all  the  States  (as  so  de¬ 
termined)  and  (ii)  the  amount  of  ap¬ 
propriated  funds  determined  by  the  Sec¬ 
retary  to  be  available  for  grants  under 
this  subpart;  Provided,  That  (A)  where 
the  amount  allocated  to  Guam,  Ameri¬ 
can  Samoa,  the  Trust  Territory  of  the 
Pacific  Islands,  or  the  Virgin  Islands  as  a 
result  of  such  computation  is  less  than 
one-half  of  one  percent  of  the  amount 
available  for  grants  under  this  subpart, 
such  allocation  shall  be  increased  to  one- 
half  of  one  percent  of  such  amount  and 
the  allocation  to  other  States  reduced 
accordingly;  and  (B)  where  the  amount 
allocated  to  any  State  not  listed  in  clause 
(A)  above  as  a  result  of  such  computation 
is  less  than  one  and  one-fourth  percent 
of  the  amount  available  for  grants  under 
this  subpart,  such  allocation  shall  be 
Increased  to  one  and  one-fourth  percent 
of  such  amount  and  the  allocations  to 
other  States  reduced  accordingly. 

(2)  On  the  basis  of  the  budget  con¬ 
tained  in  the  application  and  his  esti¬ 
mate  of  the  amount  required  by  the  State 
Agency  to  carry  out  its  approved  State 
administrative  program  under  the  desig¬ 
nation  agreement,  and  the  cost  of  ad¬ 
ministration  of  the  State  medical  facili¬ 
ties  plan  under  Title  XVI  of  the  Act,  the 
Secretary  will  estimate  the  operation 
costs  of  the  State  Agency  during  the 
grant  period. 

(3)  The  amount  of  each  grant  to  a 
State  Agency  shall  be  the  lesser  of;  (1) 
the  amount  of  the  allocation  computed 
pursuant  to  paragraph  (b)(1)  of  this 
section  for  the  State  for  which  such 
State  Agency  has  been  designated; 

(ii)  75  percent  of  the  estimated  opera¬ 
tion  costs  of  the  State  Agency  as  deter¬ 
mined  by  the  Secretary  pursuant  to  para¬ 
graph  (b)  (2)  of  this  section;  or 

(iii)  the  amount  requested  by  the  State 
Agency  in  its  application;  Provided,  That 
any  appropriated  funds  remaining  after 
the  application  of  paragraphs  (b)  (3)  (i) , 
(ii)  and  (iii)  above  shall,  on  a  propor¬ 
tional  basis,  be  applied  to  increase  the 
grants  of  those  State  Agencies  with  re¬ 
spect  to  which  the  amount  described  in 
paragraph  (1)  Is  less  than  either  of  the 
amounts  described  in  paragraphs  (ii) 
and  (ill) ;  Provided  further  That  no  State 
Agency  may  receive  a  grant  which  ex¬ 
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ceeds  either  75%  of  Its  estimated  opera¬ 
tion  costs  or  the  amount  requested  in 
its  application. 

(c)  All  grant  awards  shall  be  In  writ¬ 
ing  and  shall  set  forth  the  amount  of 
funds  granted  and  the  period  for  which 
such  funds  will  be  available  for  obliga¬ 
tion  by  the  State  Agency. 

§  123.205  Grant  payments. 

The  Secretary  will  from  time  to  time 
make  payments  to  a  grantee  of  all  or  a 
portion  of  any  grant  award,  either  in 
advance  or  by  way  of  reimbursement  for 
expenses  incurred  or  to  be  incurred,  to 
the  extent  he  determines  such  payments 
necessary  to  promote  prompt  initiation 
and  advancement  of  the  approved 
activity. 

§  123.206  Use  of  grant  funds. 

(a)  Any  funds  granted  pursuant  to  this 
subpart,  as  well  as  other  funds  required 
as  a  condition  of  the  grant  to  be  used 
in  performance  of  the  approved  activity, 
shall  be  expended  solely  for  the  adminis¬ 
tration  of  the  State  medical  facilities 
plan  under  Title  XVI  of  the  Act  and  ap¬ 
plicable  regulations  of  the  Secretary  and 
for  carrying  out  the  State  administra¬ 
tive  program  in  accordance  with  Title 
XV  of  the  Act,  the  applicable  provisions 
of  this  Part,  the  designation  agreement, 
any  additional  terms  and  conditions  of 
the  grant  award,  and  the  applicable  cost 
principles  prescribed  by  Subpart  Q  of 
45  CFR  Part  74. 

(b)  Funds  granted  pursuant  to  this 

subpart  shall  be  available  for  obligation 
only  during  the  period  of  the  designation 
agreement.  I 

§  123.207  Nondiscrimination. 

(a)  Attention  Is  called  to  the  require¬ 
ments  of  Ttile  VI  of  the  Civil  Rights 
Act  of  1964  (78  Stat.  252,  42  UB.C.  2000d 
et  seq.)  and  in  particular  section  601 
of  such  Act  which  provides  that  no  per¬ 
son  In  the  United  States  shall,  on  the 
grounds  of  race,  color,  or  national  origin 
be  excluded  from  participation  In,  be 
denied  the  benefits  of,  or  be  subjected  to 
discrimination  under  any  program  or  ac¬ 
tivity  receiving  Federal  financial  assist¬ 
ance.  A  regulation  implementing  such 
Title  VI,  which  is  applicable  to  grants 
made  under  this  subpart,  has  been  issued 
by  the  Secretary  with  the  approval  of 
the  President  (45  CFR  Part  80) . 

(b)  Attention  is  called  to  the  require¬ 
ments  of  section  504  of  the  Rehabilita¬ 
tion  Act  of  1973,  as  amended,  which  pro¬ 
vides  that  no  otherwise  qualified  handi¬ 
capped  individual  in  the  United  States 
shall,  solely  by  reason  of  his  handicap, 
be  excluded  from  participation  in,  be  de¬ 
nied  the  benefits  of,  or  be  subjected  to 
discrimination  under  any  program  or  ac¬ 
tivity  receiving  Federal  financial  assist¬ 
ance. 

§  123.208  Cranlce  accountability. 

(a)  Accounting  for  grant  award  pay¬ 
ments.  All  payments  made  by  the  Sec¬ 
retary  shall  be  recorded  by  the  grantee 
In  accounting  records  separate  from  the 
records  of  all  other  grant  funds.  Includ¬ 
ing  funds  derived  from  other  grant 
awards.  With  respect  to  each  approved 
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project,  the  grantee  shall  account  for  the 
sum  total  of  all  amounts  paid  by  pre¬ 
senting  or  otherwise  making  available 
evidence  satisfactory  to  the  Secretary  of 
expenditures  for  costs  meeting  the  re¬ 
quirements  of  this  subpart. 

(b)  Accounting  for  non-Federal  funds. 
The  agency  shall  account  for  all  non- 
Federal  funds  expended  during  the  grant 
period  in  carrying  out  the  approved  ac¬ 
tivities  in  accordance  with  procedures 
prescribed  by  the  Secretary. 

§  123.209  Applicability  of  45  CFR  Part 
74. 

The  provisions  of  45  CFR  Part  74,  es¬ 
tablishing  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall  ap¬ 
ply  to  all  grants  under  this  subpart. 

§  123.210  Additional  conditions. 

The  Secretary  may  with  respect  to  any 
grant  award  impose  additional  condi¬ 
tions  prior  to  or  at  the  time  of  the  award 
when  in  his  judgment  such  conditions 
are  necessary  to  assure  or  protect  ad¬ 
vancement  of  the  approved  activity,  the 
interests  of  the  public  health,  or  the 
conservation  of  grant  funds. 

§  123.211  Additional  grants  to  certain 
State  Agencies  section  1536  of  the 
Act. 

In  addition  to  grants  pursuant  to  sec¬ 
tion  1525  of  the  Act,  a  State  Agency 
designated  for  the  Virgin  Islands,  Guam, 
the  Trust  Territory  of  the  Pacific  Is¬ 
lands,  American  Samoa,  or  any  other 
State  determined  by  the  Secretary  to 
meet  the  requirements  of  section  1536 

(a)  of  the  Act  may  receive  a  grant  un¬ 
der  section  1516  of  the  Act.  The  provi¬ 
sions  of  this  section  apply  to  such  grants 
to  State  Agencies  under  section  1516  of 
the  Act. 

(a)  Application.  An  application  for  a 
grant  under  this  section  must  conform 
to  the  requirements  of  42  CFR  122.203. 

Cb)  Amount  of  Grant.  (1)  Where  a 
State  Agency  has  entered  into  a  Condi¬ 
tional  Designation  Agreement  under 
S  123.105  of  this  Part,  the  State  Agency 
shall  receive  a  grant  which  is  computed 
in  accordance  with  42  CFR  122.204 

(b) (1). 

(2)  Where  a  State  Agency  has  entered 
Into  a  Full  Designation  Agreement  under 
i  123.106  of  this  Part,  the  State  Agency 
shall  receive  a  grant  which  is  computed 
in  accordance  with  42  CFR  122.204(b) 
(2). 

(c)  Population.  For  purposes  of  deter¬ 
mining  the  amount  of  a  grant  under  this 
section,  the  population  of  a  State  will  be 
determined  by  the  Secretary  in  accord¬ 
ance  with  42  CFR  122.205. 

(d)  Assurance  of  expenditure  of  non- 
Federal  funds.  A  State  Agency  which 
qualifies  for  a  grant  under  this  section 
may  receive  an  Increased  amount  of 
grant  funds  in  accordance  with  section 
1516  of  the  Act  and  42  CFR  122.204  where 
the  State  Agency  provides  assurance  in 
accordance  with  42  CFR  122.206  that  the 
agency  will  expend  or  obligate  non-Fed¬ 
eral  funds  during  the  grant  period  for 
the  purposes  for  which  grants  under  this 
section  may  be  made. 


(e)  Grant  payments.  Payments  to  a 
grantee  of  a  grant  award  will  be  made  In 
accordance  with  42  CFR  122.207. 

(f )  Use  of  grant  funds.  Funds  granted 
pursuant  to  this  section,  as  well  as  other 
funds  required  as  a  condition  of  the 
grant  to  be  used  in  performance  of  the 
approved  activity,  shall  be  expended  in 
accordance  with  42  CFR  122.209. 

(g)  Nondiscrimination.  The  provisions 
of  42  CFR  122.209  shall  apply  to  grants 
made  under  this  section. 

(h)  Grantee  accountability.  The  pro¬ 
visions  of  paragraphs  (a)  and  (b)  of  42 
CFR  122.211  shall  apply  to  grants  made 
under  this  section. 

(i)  Applicability  of  45  CFR  Part  74. 
The  provisions  of  45  CFR  Part  74,  estab¬ 
lishing  uniform  administrative  require¬ 
ments  and  cost  principles,  shall  apply 
to  all  grants  made  under  this  section. 

(j)  Additional  conditions.  The  Secre¬ 
tary  may  with  respect  to  any  grant 
award  impose  additional  conditions  prior 
to  or  at  the  time  of  any  award  when  in 
his  judgment  such  conditions  are  neces¬ 
sary  to  assure  or  protect  advancement  of 
the  approved  project,  the  interests  of  the 
public  health,  or  the  conservation  of 
grant  funds. 

Subpart  D — Statewide  Health  Coordinating 
Councils 

§  123.301  Purpose  and  scope. 

Section  1524  of  the  Public  Health  Serv¬ 
ice  Act  provides  that  each  State  health 
planning  and  development  agency  shall 
be  advised  by  a  Statewide  Health  Coor¬ 
dinating  Council  (hereinafter  referred  to 
as  the  “SHCC”) .  The  regulations  of  this 
subpart  are  applicable  to  the  establish¬ 
ment  and  operation  of  SHCC’s. 

§  123.302  Establishment. 

A  SHCC  may  not  be  established  In  a 
State  until  health  systems  agencies  have 
been  designated  for  one-half  or  more  of 
the  health  service  areas  which  are  lo¬ 
cated  in  whole  or  in  part  in  the  State. 

§  123.303  Composition. 

Except  as  authorized  by  $  123.307  of 
this  subpart,  a  SHCC  shall  be  composed 
in  the  following  manner: 

(a)  A  SHCC  shall  have  no  fewer  than 
16  representatives  appointed  by  the  Gov¬ 
ernor  of  the  State  from  lists  of  at  least 
five  nominees  submitted  to  the  Gover¬ 
nor  by  each  of  the  health  systems  agen¬ 
cies  designated  for  health  service  areas 
which  fall,  in  whole  or  in  part,  within 
the  State. 

(1)  Each  such  health  systems  agency 
shall  be  entitled  to  the  same  number  of 
representatives  on  the  SHCC. 

(2)  Each  such  health  systems  agency 
shall  be  entitled  to  at  least  two  repre¬ 
sentatives  on  the  SHCC. 

(3)  Of  the  representatives  of  any 
health  systems  agency,  not  less  than  one- 
half  shall  be  individuals  who  are  con¬ 
sumers  of  health  care  and  who  are  not 
providers  of  health  care. 

(4)  Each  such  health  systems  agency 
shall  submit  to  the  Governor  a  list  of 
nominees  numbering  at  least  twice  the 
number  of  representatives  to  which  the 
health  systems  agency  is  entitled. 


(5)  Each  person  nominated  for  or 
appointed  to  the  SHCC  under  this  para¬ 
graph  shall  have  his  principal  place  of 
residence  in  the  State  for  which  the 
SHCC  Is  established. 

(b)  In  addition  to  the  appointments 
made  under  paragraph  (a)  of  this  sec¬ 
tion,  the  Governor  may  appoint  such  per¬ 
sons  (including  State  officials,  public 
elected  officials,  and  other  representa¬ 
tives  of  governmental  authorities  within 
the  State)  to  serve  on  the  SHCC  as  he 
deems  appropriate;  except  that 

(1)  the  number  of  persons  appointed 
to  the  SHCC  under  this  paragraph  may 
not  exceed  40  per  centum  of  the  total 
membership  of  the  SHCC;  and 

(2)  a  majority  of  the  persons  ap¬ 
pointed  by  the  Governor  under  this  para¬ 
graph  shall  be  consumers  of  health  care 
who  are  not  providers  of  health  care. 

(c)  Not  more  than  60  per  centum  of 
the  membership  of  the  SHCC  shall  be 
consumers  of  health  care  who  are  not 
providers  of  health  care. 

(d)  Not  less  than  one-third  of  the  pro¬ 
viders  of  health  care  who  are  members 
of  the  SHCC  shall  be  direct  providers  of 
health  care. 

(e)  Where  two  or  more  hospitals  or 
other  health  care  facilities  of  the  Vet¬ 
erans  Administration  are  located  In  a 
State,  the  SHCC  for  such  State  shall,  in 
addition  to  the  other  members  appointed 
pursuant  to  this  section.  Include,  as  an  ex 
officio  member,  an  individual  whom  the 
Chief  Medical  Director  of  the  Veterans 
Administration  shall  have  designated  as 
a  representative  of  such  facilities.  Such 
individual  shall  be  considered  a  direct 
provider  of  health  care  for  purposes  of 
paragraph  (c)  of  this  section. 

§  123.304  Chairman  and  terms  of  mem¬ 
bership. 

(a)  The  SHCC  shall  select  from  among 
its  members  a  chairman. 

(b)  The  terms  of  SHCC  members  shall 
be  staggered  so  that  the  terms  of  not 
more  than  one -third  of  the  members 
shall  expire  in  a  single  calendar  year. 

§  123.305  By-laws. 

The  SHCC  shall  be  established,  orga¬ 
nized,  and  operated  in  accordance  with 
by-laws  or  other  similar  rules  or  regula¬ 
tions  which  shall,  at  a  minimum : 

(a)  Set  forth  the  SHCC’s  organization¬ 
al  structure  and  relationships  to  the  Gov¬ 
ernor  and  the  State  Agency. 

(b)  Set  forth  methods  of  operation  in¬ 
cluding  provisions  for  the  scheduling  and 
conduct  of  meetings,  which  shall 

(1)  provide  that  the  SHCC  will  meet 
not  less  than  once  in  each  calendar  quar¬ 
ter  for  the  purpose  of  performing  one  or 
more  of  the  functions  described  In 
S  123.306  of  this  subpart,  and 

(2)  provide  that  all  business  meetings 
of  the  SHCC  and  of  its  committees,  sub¬ 
committees,  and  special  task  forces  (if 
any)  shall  be  open  to  the  public. 

(c)  Set  forth  requirements  tor  mem¬ 
bership  and  procedures  for  the  selection 
and  replacement  of  members,  which  shall 
be  consistent  with  the  requirements  of 
section  1524  of  the  Act  and  this  subpart, 
and  which  shall  Include  provision  for: 
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'  1  >  removal  of  members  for  good 

cause; 

<2>  replacement  of  members  in  the 
event  of  resignation,  death,  or  removal; 

<3)  length  of  terms  for  members, 
which  may  not  exceed  three  years:  and 

<  4 1  limitations  on  the  number  of  con¬ 
secutive  terms  which  any  member  may 
serve,  which  may  not  exceed  two  such 
terms. 

(d •  Set  forth  requirements  relating  to 
conflicts  of  interest  which  shall  be  de¬ 
signed  to  preclude  the  use  of  member¬ 
ship  on  the  SHCC  for  purposes  which 
are.  or  give  the  appearance  of  being, 
motivated  by  private  gain  on  the  part 
of  any  member. 

§  123.306  Functions. 

A  SHCC  shall  perform  the  following 
functions: 

(a)  Review  annually  and  coordinate 
the  Health  Systems  Plan  (“HSP”)  and 
Annual  Implementation  Plan  (“AIP”)  of 
each  health  systems  agency  of  a  health 
service  area  located  in  whole  or  in  part 
within  the  State  and  report  to  the  Secre¬ 
tary,  for  purposes  of  his  review  under 
section  1535(c)  of  the  Act,  its  comments 
on  such  HSP  and  AIP,  at  such  times  and 
in  such  form  and  manner  as  the  Secre¬ 
tary  may  direct;  Provided,  That,  for  pur¬ 
poses  of  this  paragraph  and  paragraph 

(b)  of  this  section,  a  plan  established  in 
accordance  with  §  123.106(b)  (2)  (ii)  of 
this  Part  by  a  State  Agency  with  respect 
to  a  health  service  ai*ea  for  which  no  HSP 
has  been  established  by  a  health  systems 
agency  shall  be  deemed  to  be  the  HSP 
for  such  health  service  area. 

(b)  Prepare,  and  review  and  revise  as 
necessary  (but  at  least  annually) ,  a  State 
health  plan  which  shall  be  made  up  of 
the  HSP’s  of  the  health  systems  agencies 
within  the  State.  Such  plan  may,  as 
found  necessary  by  the  SHCC,  contain 
revisions  of  such  HSP’s  to  achieve  their 
appropriate  coordination  or  to  deal  more 
effectively  with  statewide  health  needs. 

(1)  In  the  preparation  and  revision  of 
the  State  health  plan,  the  SHCC  shall 
review  and  consider  the  preliminary 
State  health  plan  submitted  by  the  State 
agency  under  section  1523(a)  (2>  of  the 
Act  and  S  123.106(b)  (2)  of  this  Part,  and 
shall  conduct  a  public  hearing  on  the 
plan  as  proposed  by  the  SHCC  and  shall 
give  interested  persons  an  opportunity  to 
submit  their  views  orally  and  in  writing. 

(1)  Not  less  than  30  days  prior  to  any 
such  hearing,  the  SHCC  shall  publish  In 
at  least  two  newspapers  of  general  cir¬ 
culation  in  the  State  a  notice  of  its  con¬ 
sideration  of  the  proposed  plan,  the  time 
and  place  of  the  hearing,  the  place  at 
which  interested  persons  may  consult 
the  plan  in  advance  of  the  hearing,  and 
the  place  and  period  during  which  to  di¬ 
rect  written  comment  to  the  SHCC  on  the 
plan.  Such  notice  shall  appear  in  other 
than  the  legal  notices  or  classified  ad¬ 
vertisement  sections  of  such  newspapers. 

(ii)  At  least  15  days  prior  to  such  pub¬ 
lication,  the  SHCC  shall  provide  a  copy 
of  the  plan  to  the  Governor  for  purposes 
of  his  review  and  comment. 

1 2)  At  such  time  and  in  such  form  and 
manner  as  the  Secretary  may  prescribe, 


the  SHCC  shall  provide  to  the  Secretary 
a  copy  of  its  current  State  health  plan. 

(c)  Review  annually  the  budget  of  each 
health  systems  agency  located  in  whole 
or  in  part  within  the  State  and  report  to 
the  Secretary,  for  purposes  of  his  review 
under  section  1535(a)  of  the  Act,  its  com¬ 
ments  on  such  budget,  at  such  time  and 
in  such  form  and  manner  as  the  Secre¬ 
tary  may  direct. 

(d>  Review  applications  submitted  by 
such  health  systems  agencies  (or,  in  the 
case  of  the  Virgin  Islands,  Guam,  the 
Trust  Territory  of  the  Pacific  Islands, 
American  Samoa,  and  any  other  State 
which  has  been  determined  by  the  Secre¬ 
tary  to  meet  the  requirements  of  section 
1536(a)  of  the  Act,  by  the  State  Agencies 
of  such  States)  for  grants  under  sections 
1516  and  1640  of  the  Act  and  report  to 
the  Secretary,  at  such  time  and  in  such 
form  and  manner  as  the  Secretary  may 
direct,  its  comments  on  such  applications. 

<e)  Advise  the  State  Agency  generally 
on  the  performance  of  its  functions. 

(f)  Review  annually  and  approve  or 
disapprove  any  State  plan  and  any  appli¬ 
cation  (and  any  revision  of  a  State  plan 
or  application)  submitted  to  the  Secre¬ 
tary  as  a  condition  to  the  receipt  of  Fed¬ 
eral  funds,  made  available  under  allot¬ 
ments,  in  accordance  wTith  section  1524 
(c)  (6)  of  the  Act  and  applicable  regula¬ 
tions  of  the  Secretary. 

(g)  Review  and  approve  or  disapprove 
tiie  State  medical  facilities  plan  prepared 
by  the  State  Agency  pursuant  to  section 
1603  of  the  Act,  on  the  basis  of  whether 
such  State  medical  facilities  plan  is  con¬ 
sistent  with  the  State  health  plan  pre¬ 
pared  in  accordance  with  paragraph  <b> 
of  this  section. 

§  123.307  Special  provision  for  meiiiber- 
sliipof  certain  SHCC’s — Section  1336 
of  the  Act. 

In  the  case  of  the  Virgin  Islands, 
Guam,  the  Trust  Territory  of  the  Pa¬ 
cific  Islands,  American  Samoa,  or  any 
other  State  determined  by  the  Secretary 
to  meet  the  requirements  of  section  1536 

(a)  of  the  Act,  the  membership  of  the 
SHCC  shall  number  not  less  than  16  nor 
more  than  30,  and  shall  be  appointed  by 
the  Governor  of  such  State  in  accordance 
with  the  provisions  of  42  CFR  122.109(b) , 
relating  to  the  composition  of  the  gov¬ 
erning  body  of  a  health  systems  agency; 
Provided  that  in  the  case  of  the  Virgin 
Islands,  Guam,  the  Trust  Territory  of 
the  Pacific  Islands,  or  American  Samoa, 
any  of  the  requirements  of  42  CFR  122.- 
109(b)  may  be  waived  by  the  Secretary 
upon  the  written  request  of  the  Governor 
supported  by  evidence  sufficient  to  sat¬ 
isfy  the  Secretary  that  such  requirement 
cannot  be  met  or  would,  under  the  cir¬ 
cumstances,  be  inconsistent  with  the  pur¬ 
poses  of  the  Act. 

Subpart  E — Certificate  of  Need  and  Review 
of  New  Institutional  Health  Services 

§  123.101  Definition!*. 

In  addition  to  the  terms  defined  in  sub¬ 
part  A  of  this  Part,  as  used  in  this  sub- 
part: 

(a)  The  term  “to  develop,”  when  used 
in  connection  with  health  services,  means 


to  undertake  those  activities  which  on 
their  completion  will  result  in  the  offer 
of  a  new  institutional  health  service  or 
the  incurring  of  a  financial  obligation,  as 
defined  under  applicable  State  law,  in 
relation  to  the  offering  of  such  a  service. 

(b)  The  term  “health  care  facility”  is 
defined  under  section  1531  < 5)  of  the  Act 
to  have  the  same  meaning  as  such  term 
has  in  regulations  prescribed  under  sec¬ 
tion  1122  of  the  Social  Security  Act.  Such 
regulations  (42  CFR  §  100.102(e))  define 
the  term  “health  care  facility”  as  includ¬ 
ing  hospitals,  psychiatric  hospitals,  tu¬ 
berculosis  hospitals,  skilled  nursing  fa¬ 
cilities,  kidney  disease  treatment  centers, 
including  freestanding  hemodialysis 
units,  intermediate  care  facilities,  and 
ambulatory  surgical  facilities,  but  does 
not  include  Christian  Science  sanato- 
riums  operated,  or  listed  and  certified  by 
the  First  Church  of  Christ  Scientist,  Bos¬ 
ton,  Massachusetts.  Such  regulations  also 
provide  that : 

(1)  The  term  “hospital”  means  an  in¬ 
stitution  which  is  primarily  engaged  in 
providing  to  inpatients,  by  or  under  the 
supervision  of  physicians,  diagnostic 
services  and  therapeutic  services  for 
medical  diagnosis,  treatment,  and  care 
of  injured,  disabled,  or  sick  persons,  *r 
rehabilitation  services  for  the  rehabilita¬ 
tion  of  injured,  disabled,  or  sick  persons. 
Such  term  does  not  include  psychiatric 
and  tuberculosis  hospitals. 

(2)  The  term  “psychatric  hospital” 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by 
or  under  the  supervision  of  a  physician, 
psychiatric  services  for  the  diagnosis  and 
treatment  of  mentally  ill  persons. 

(3)  The  term  “tuberculosis  hos¬ 
pital”  means  an  institution  which  is  pri¬ 
marily  engaged  in  providing  to  in¬ 
patients,  by  or  under  the  supervision  of 
a  physician,  medical  services  for  the 
diagnosis  and  treatment  of  tuberculosis. 

(4)  The  term  “skilled  nursing  facility” 
means  an  institution  or  a  distinct  part 
of  an  institution  which  is  primarily  en¬ 
gaged  in  providing  to  inpatients  skilled 
nursing  care  and  related  services  for 
patients  who  require  medical  or  nursing 
care,  or  rehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or  sick 
persons. 

(5)  The  term  “intermediate  care  facil¬ 
ity”  means  an  institution  which  pro¬ 
vides,  on  a  regular  basis,  health-related 
care  and  services  to  individuals  who 
do  not  require  the  degree  of  care  and 
treatment  which  a  hospital  or  skilled 
nursing  facility  is  designed  to  provide, 
but  who  because  of  their  mental  or  physi¬ 
cal  condition  require  care  and  services 
(above  the  level  of  room  and  board) 
which  can  be  made  available  to  them 
only  through  institutional  facilities. 

(6)  The  term  “ambulatory  surgical  fa¬ 
cility”  means  a  facility,  not  a  part  of  a 
hospital,  which  provides  surgical  treat¬ 
ment  to  patients  not  requiring  hospital¬ 
ization.  Such  term  does  not  Include  the 
offices  of  private  physicians  or  dentists, 
whether  for  individual  or  group  prac¬ 
tice. 

(c)  The  term  "health  maintenance 
organization”  Is  defined  under  section 
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1531(5)  of  the  Act  to  have  the  same 
meaning  as  such  term  has  in  regula¬ 
tions  prescribed  under  section  1122  of 
the  Social  Security  Act.  Such  regula¬ 
tions  (42  CFR  §  100.102(f))  define  the 
term  “health  maintenance  organization” 
to  mean  a  public  or  private  organization, 
organized  under  the  laws  of  any  State, 
which 

(1)  Provides  or  otherwise  makes  avail¬ 
able  to  enrolled  participants  health  care 
services,  including  at  least  the  following 
basic  health  care  services:  Usual  physi¬ 
cian  services,  hospitalization,  laboratory, 
x-ray,  emergency  and  preventive  serv¬ 
ices,  and  out-of-area  coverage: 

(2)  Is  compensated  (except  for  copay¬ 
ments)  for  the  provision  of  the  basic 
health  care  services  listed  in  paragraph 

(c)  (1)  of  this  section  to  enroled  partici¬ 
pants  on  a  predetermined  periodic  rate 
basis;  and 

(3)  Provides  physicians’  services  pri¬ 
marily  (i)  directly  through  physicians 
who  are  either  employees  or  partners  of 
such  organization,  or  (ii)  through  ar¬ 
rangements  with  Individual  physicians 
or  one  or  more  groups  of  physicians  (or¬ 
ganized  on  a  group  practice  or  individual 
practice  basis) . 

(d)  The  term  “health  services’’  means 
clinically  related  (i.e.,  diagnostic,  cura¬ 
tive  or  rehabilitative)  services,  and  in¬ 
cludes  alcohol,  drug  abuse,  and  mental 
health  services. 

(e)  The  term  “institutional  health 
services”  means  health  services  provided 
in  or  through  health  care  facilities  or 
health  maintenance  organizations  and 
includes  the  entities  in  or  through  which 
6uch  services  are  provided. 

(f)  The  term  “modernization”  includes 
the  alteration,  repair,  remodeling,  re¬ 
placement,  and  renovaiton  of  existing 
buildings  (including  initial  equipment 
thereof) ,  and  the  replacement  of  equip¬ 
ment  of  existing  buildings. 

(g)  1116  term  “to  offer,”  when  used  in 
connection  with  health  services,  means 
that  the  health  care  facility  or  health 
maintenance  organization  holds  Itself 
out  as  capable  of  providing,  or  as  having 
the  means  for  the  provision  of,  specified 
health  services. 

(h)  The  term  “person”  means  an  in¬ 
dividual,  a  trust  or  estate,  a  partnership, 
a  corporation  (including  associations, 
joint  stock  companies,  and  Insurance 
companies)  a  State,  or  a  political  subdi¬ 
vision  or  Instrumentality  (including  a 
municipal  corporation)  of  a  State. 

§  123.402  Purpose  and  applicability. 

(a)  (1)  Section  1523(a)  (4)B)  of  the 
Public  Health  Service  Act  requires  each 
State  health  planning  and  development 
agency  to  administer  a  State  certificate 
of  need  program  which  applies  to  new 
institutional  health  services  proposed  to 
be  offered  or  developed  within  the  State 
and  which  Is  satisfactory  to  the  Secre¬ 
tary.  The  purpose  of  this  subpart  Is  to 
set  forth  the  requirements  and  standards 
that  a  State  certificate  of  need  program 
must  meet  in  order  for  the  Secretary  to 
find  It  satisfactory.  A  State  certificate  of 
need  program  may  Include  additional 


provisions  not  inconsistent  with  the  re¬ 
quirements  of  this  subpart. 

(2)  Section  1523(a)  (5)  of  the  Act  re¬ 
quires  each  State  Agency,  after  con¬ 
sideration  of  recommendations  submitted 
by  health  systems  agencies  under  sec¬ 
tion  1513(f)  of  the  Act  and  42  CFR  Part 
122,  Subpart  D,  to  make  findings  as  to 
the  need  for  new  institutional  health 
services  proposed  to  be  offered  within 
the  State.  This  subpart  also  sets  forth 
the  requirements  and  standards  for  State 
reviews  under  section  1523(a)  (5). 

(3)  Section  1532(a)  of  the  Act  requires 
that  in  performing  its  review  functions 
under  section  1523  of  the  Act  (which  in¬ 
clude  reviews  conducted  pursuant  to  sec¬ 
tion  1523(a)  (4)  (B)  and  (5) ) ,  each  State 
Agency  shall  (except  to  the  extent  ap¬ 
proved  by  the  Secretary)  follow  pro¬ 
cedures  and  apply  criteria  developed  and 
published  by  the  State  Agency  in  accord¬ 
ance  with  regulations  of  the  Secretary. 
This  subpart  sets  forth  requirements  re¬ 
specting  such  procedures  and  criteria. 

(b)  The  regulations  of  this  subpart  are 
applicable  to  State  certificate  of  need 
programs  under  section  1523(a)(4)(B) 
of  the  Act  and,  except  for  §  123.405  (En¬ 
forcement),  to  reviews  for  purposes  of 
making  findings  as  to  the  need  for  new 
institutional  health  services  to  be  offered 
within  a  State  under  section  1523 fa)  (5) 
of  the  Act. 

§  123.403  General. 

(a)  Each  state  health  planning  and  de¬ 
velopment  agency  shall  (1)  administer 
within  the  State  a  certificate  of  need 
program  meeting  the  requirements  of 
this  subpart;  Provided,  that  this  require¬ 
ment  shall  not  apply  to  a  State  Agency 
of  a  State  until  the  expiration  of  the  first 
regular  session  of  the  legislature  of  the 
State  which  begins  after  January  4, 
1975;  and 

(2)  make  findings  as  to  the  need  for 
new  institutional  health  services  pro¬ 
posed  to  be  offered  or  developed  in  the 
State,  in  accordance  with  the  applicable 
requirements  of  this  subpart. 

(b)  The  State  Agency  shall  consider 
recommendations  made  by  health  sys¬ 
tems  agencies  under  section  1513(f)  of 
the  Act  and  in  accordance  with  42  CFR 
Part  122,  Subpart  D,  in  reviewing  any 
proposed  new  Institutional  health  serv¬ 
ice  under  this  subpart. 

(c)  Except  as  provided  in  §  123.408, 
each  State  Agency  shall  adopt  and  utilize 
review  procedures  and  criteria  which 
meet  the  requirements  of  S  123.407  and 
(  123.409,  respectively,  when  conducting 
reviews  of  new  institutional  health  serv¬ 
ices.  The  public  shall  be  given  notice  of 
such  review  procedures  and  criteria  in 
accordance  with  the  requirements  of 
§  123.406.  In  addition,  in  the  case  of  any 
proposed  new  institutional  health  serv¬ 
ice  for  the  provision  of  health  services  to 
inpatients,  the  State  Agency  shall  com¬ 
ply  with  the  requirements  of  $  123.410. 

§  123.404  New  institutional  health  serv¬ 
ices  subject  to  review. 

(a)  AH  new  Institutional  health  serv¬ 
ices  proposed  to  be  offered  or  developed 
within  the  State  shall  be  subject  to  re¬ 


view  under  this  subpart.  For  purposes  oi 
this  subpart,  “new  institutional  health 
services”  shall  include: 

(1)  The  construction,  development,  or 
other  establishment  of  a  new  health  care 
facility  or  health  maintenance  organiza¬ 
tion; 

(2)  Any  expenditure  by  or  on  behalf  of 
a  health  care  facility  or  health  main¬ 
tenance  organization  in  excess  of  $150,- 
000  (or  such  lesser  amount  as  the  State 
may  specify)  which,  under  generally  ac¬ 
cepted  accounting  principles  consistently 
applied,  is  a  capital  expenditure; 

(3)  A  change  in  the  existing  bed  com¬ 
plement  of  a  health  care  facility  or 
health  maintenance  organization 
through  the  addition  or  conversion  of 
one  or  more  beds,  or  the  relocation  of 
one  or  more  beds  from  one  physical 
facility  to  another;  and 

(4)  Health  services  which  are  offered 
in  or  through  a  health  care  facility  or 
health  maintenance  organization  and 
which  were  not  offered  on  a  regular  basis 
in  or  through  such  health  care  facil¬ 
ity  or  health  maintenance  organization 
within  the  twelve  month  period  prior  to 
the  time  such  services  would  be  offered. 

(b)  Not  later  than  three  months  from 
the  date  of  its  designation  as  a  State 
Agency  under  section  1521(b)  (2)  or  (3) 
of  the  Act,  each  State  Agency  shall  dis¬ 
seminate  to  all  health  care  facilities  and 
health  maintenance  organizations  with¬ 
in  the  State,  and  shall  pubBrti  in  at  least 
two  newspapers  of  general  circulation  in 
the  State,  a  description  of  the  scope  of 
coverage  of  its  program  for  review  of  new 
institutional  health  services.  Such  de¬ 
scription  shall  Include,  at  a  minimum, 
the  new  institutional  health  services  set 
forth  in  paragraph  (a)  of  this  section. 
Whenever  the  scope  of  such  coverage  is 
revised,  the  State  Agency  shall  dissem¬ 
inate  and  publish  a  revised  description 
thereof. 

§  123.405  Enforcement. 

(a)  The  State  certificate  of  need  pro¬ 
gram  shall  provide  (1)  that  only  those 
new  institutional  health  services  which 
are  found  by  the  State  Agency  to  be 
needed  shall  be  granted  certificates  of 
need,  (2)  that  only  those  new  institu¬ 
tional  health  services  which  are  granted 
certificates  of  need  shall  be  offered  or 
developed  within  the  State,  and  (3)  that 
no  expenditures  in  excess  of  $150,000  (or 
such  lesser  amount  as  the  State  may 
specify)  in  preparation  for  the  offering 
or  development  of  a  new  institutional 
health  service  shall  be  made  by  any  per¬ 
son  unless  a  certificate  of  need  for  such 
services  or  activities  has  been  granted: 
Provided,  That  nothing  in  this  subpart 
shall  preclude  a  State  from  granting  a 
certificate  of  need  which  permits  ex¬ 
penditures  only  for  predevelopment  ac¬ 
tivities  such  as  surveys,  studies,  and 
plans,  but  does  not  authorize  the  offering 
or  development  of  the  new  Institutional 
health  services  with  respect  to  which 
such  predevelopment  activities  are  pro¬ 
posed.  Expenditures  in  preparation  for 
the  offering  or  development  of  a  new 
institutional  health  service  shall  Include 
expenditures  for  studies,  surveys,  designs, 
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plans,  working  drawings,  specifications, 
and  site  acquisition,  which  are  essential 
to  the  offering  or  development  of  the 

service. 

<b>  The  State  certificate  of  need  pro¬ 
gram  shall  provide  sanctions,  such  as 
the  denial  or  revocation  of  a  license  to 
operate,  civil  or  criminal  penalties,  or 
injunctive  relief,  which  the  Secretary 
finds  appropriate  to  assure  compliance 
with  the  provisions  of  paragraph  (a)  of 
this  section. 

§  1 23. 106  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

<a>  Each  State  Agency  shall  adopt 
review  procedures  and  criteria  in  ac¬ 
cordance  with  the  requirements  of  this 
subpart  not  later  than  three  months 
from  the  date  of  its  designation  as  a 
State  Agency  under  section  1521(b)  (2) 
or  (3)  of  the  Act. 

(b)  Before  adopting  the  review  pro¬ 
cedures  and  criteria  required  by  this  sub- 
part  or  any  revisions  of  such  procedures 
and  criteria,  the  State  agency  shall  give 
interested  persons  an  opportunity  to  offer 
written  comments  on  the  procedures  and 
criteria,  or  any  revisions  thereof,  which 
it  proposes  to  adopt,  as  follows : 

’  (1)  The  State  Agency  shall  distribute 
copies  of  its  proposed  review  procedures 
and  criteria,  and  proposed  revisions 
thereof,  to  Statewide  health  agencies  and 
organizations,  the  Statewide  Health  Co¬ 
ordinating  Council,  and  each  health  sys¬ 
tems  agency  for  a  health  service  area 
located  in  whole  or  in  part  within  the 
State. 

(2)  The  State  Agency  shall  publish, 
in  at  least  two  newspapers  of  general 
circulation  in  the  State,  a  notice  stating 
that  review  procedures  and  criteria,  or 
revisions  thereof,  have  been  proposed  for 
adoption  and  are  available  at  specified 
addresses  for  inspection  and  copying  by 
interested  persons.  Such  notice  shall  ap¬ 
pear  in  other  than  the  legal  notices  or 
classified  advertisement  sections  of  such 
newspapers. 

(c)  Each  State  Agency  shall  distribute 
copies  of  its  adopted  review  procedures 
and  criteria,  and  any  revisions  thereof, 
to  the  agencies  and  organizations  speci¬ 
fied  in  paragraph  (b)  (1)  of  this  section 
and  to  the  Secretary,  and  shall  provide 
such  copies  to  other  persons  upon  re¬ 
quest. 

§  123.407  Procedures  for  Slate  Agency 
review. 

(a)  The  procedures  adopted  and 
utilized  by  a  State  Agency  for  conducting 
the  reviews  covered  by  this  subpart  shall 
include  at  least  the  following: 

(1)  Written  notifioation  to  affected 
persons  of  the  beginning  of  a  review, 
which  shall  include  notification  of  the 
proposed  schedule  for  the  review,  of  the 
period  within  which  a  public  hearing 
during  the  course  of  the  review  may  be 
requested  by  persons  directly  affected  by 
the  review  as  defined  in  paragraph  (a) 
(7)  of  this  section  (which  period  may 
not  be  less  than  30  days  from  the  date 
of  the  written  notification  required  by 
this  subparagraph) ,  and  of  the  manner 
in  which  notification  will  be  provided  of 
the  time  and  place  of  any  hearing  so 


requested.  For  purposes  of  this  subpara¬ 
graph,  '‘affected  persons’*  include,  at  a 
minimum,  the  person  whose  proposal  Is 
being  reviewed,  the  health  systems 
agency  for  the  health  service  area  in 
which  the  proposed  new  Institutional 
health  service  is  to  be  offered  or  devel¬ 
oped,  health  systems  agencies  serving 
contiguous  health  systems  areas,  health 
care  facilities  and  health  maintenance 
organizations  located  in  the  health  serv¬ 
ice  area  which  provide  institutional 
health  services,  and  those  members  of 
the  public  who  are  to  be  served  by  the 
proposed  new  institutional  health  serv¬ 
ices.  Written  notification  to  members  of 
the  public  may  be  provided  through 
newspapers  of  general  circulation  in  such 
area  and  public  information  channels; 
notification  to  all  other  affected  persons 
shall  be  by  mail  (which  may  be  as  part 
of  a  newsletter) . 

(2)  Schedules  for  reviews  which  pro¬ 
vide  that  no  review  shall,  to  the  extent 
practicable,  take  longer  than  90  days 
from  the  date  that  notification  is  sent  to 
all  affected  persons.  The  State  Agency 
shall  adopt  criteria  for  determining  when 
it  would  not  be  practicable  to  complete 
a  review  within  90  days.  Where  a  pro¬ 
posed  new  institutional  health  service  is 
to  be  provided  in  a  health  service  area 
for  which  a  health  systems  agency  has 
been  designated,  such  schedule  shall  set 
forth  the  period  within  which  the  health 
systems  agency  must  complete  its  review 
under  section  1513(f)  of  the  Act  and  42 
CFR  Part  122,  subpart  D,  and  provide 
its  recommendation  with  respect  to  such 
new  service  to  the  State  Agency:  Pro¬ 
vided.  That  the  period  allotted  by  the 
State  Agency  to  the  health  systems 
agency  for  completion  of  its  review  and 
submission  of  its  recommendations  may 
not  be  less  than  60  days,  except  with  the 
written  consent  of  the  health  systems 
agency. 

(3)  Provision  for  persons  subject  to  a 
review  to  submit  to  the  State  Agency  (in 
such  form  and  manner  as  the  agency 
shall  prescribe  and  publish)  such  in¬ 
formation  as  the  State  Agency  may  re¬ 
quire  concerning  the  subject  of  such 
review. 

(4)  Submission  of  periodic  reports  by 
providers  of  health  services  and  other 
persons  subject  to  State  Agency  review 
under  section  1523  (a)  (4)  (B)  and  (a) 

(5)  of  the  Act  respecting  the  develop¬ 
ment  of  proposals  subject  to  review  under 
this  subpart. 

(5)  Provision  for  written  findings  (in¬ 
cluding,  as  appropriate,  the  required 
findings  under  9 123.410)  which  state 
the  basis  for  any  final  decision  or  recom¬ 
mendation  made  by  the  State  Agency. 
Such  findings  shall  be  sent  to  the  person 
proposing  the  new  institutional  health 
service  and  to  the  health  systems  agency 
for  the  health  service  area  in  which  the 
new  service  is  proposed  to  be  offered  or 
developed,  and  shall  be  available  to 
others  upon  request. 

(6)  Notification,  upon  request,  of  pro¬ 
viders  of  health  services  and  other  per¬ 
sons  subject  to  review  under  this  subpart 
of  the  status  of  the  State  Agency  review 
of  new  institutional  health  services  sub¬ 


ject  to  review,  findings  made  in  the 
course  of  such  review,  and  other  appro¬ 
priate  information  respecting  such 
review. 

(7)  Provision  for  a  public  hearing  in 
the  course  of  agency  review  if  requested 
by  one  or  more  persons  directly  affected 
by  the  review. 

(i)  For  purposes  of  this  subparagraph, 
“persons  directly  affected”  by  the  review 
Include,  at  a  minimum,  the  person  whose 
proposal  is  being  reviewed,  members  of 
the  public  who  are  to  be  served  by  the 
proposed  new  institutional  health  serv¬ 
ices;  health  care  facilities  and  health 
maintenance  organizations  located  in  the 
health  service  area  in  which  the  service 
is  proposed  to  be  offered  or  developed 
which  provide  services  similar  to  the  pro¬ 
posed  services  under  review;  and  health 
care  facilities  and  health  maintenance 
organizations  which,  prior  to  receipt  by 
the  agency  of  the  proposal  being  re¬ 
viewed,  have  formally  indicated  an  in¬ 
tention  to  provide  such  similar  services 
in  the  future,  either  through  the  filing 
of  a  letter  of  Intent  or  by  adoption  of  a 
plan.  Where  such  a  hearing  is  requested, 
the  State  Agency  shall,  prior  to  such 
hearing,  provide  notice  of  such  hear¬ 
ing,  in  accordance  with  its  procedure 
adopted  pursuant  to  paragraph  (a)(1) 
of  this  section.  The  procedure  for  the 
hearing  must  provide  an  opportunity  for 
any  person  to  present  testimony. 

(ii)  The  procedures  may,  at  the  option 
of  the  State  Agency,  provide  that  the  re¬ 
quirement  of  this  subparagraph  shall  be 
deemed  satisfied  if  an  opportunity  for  a 
public  hearing  with  respect  to  the  new 
institutional  health  service  under  review 
has  been  provided  by  the  appropriate 
health  systems  agency  in  accordance 
with  42  CFR  122.304  (a)  (7) . 

(8)  Provision  that  any  person  may,  for 
good  cause  shown,  request  in  writing  a 
public  hearing  for  purposes  of  reconsid¬ 
eration  of  a  State  Agency  decision,  and 
procedures  for  such  a  hearing.  For  pur¬ 
poses  of  this  subparagraph,  a  request  for 
a  public  hearing  shall  be  deemed  to  have 
shown  good  cause  if  it  (i)  presents  sig¬ 
nificant,  relevant  information  not  previ¬ 
ously  considered  by  the  State  Agency, 
(ii)  demonstrates  that  there  have  been 
significant  changes  in  factors  or  circum¬ 
stances  relied  upon  by  the  State  Agency 
in  reaching  its  decision,  (iii)  demon¬ 
strates  that  the  State  Agency  has  mate¬ 
rially  failed  to  follow  its  adopted  proce¬ 
dures  in  reaching  its  decision,  or  (iv) 
provides  such  other  bases  for  a  public 
hearing  as  the  State  Agency  determines 
constitutes  good  cause. 

(9)  Provision  that  if  the  State  Agency 
makes  a  decision  regarding  a  proposed 
new  institutional  health  service  which  is 
inconsistent  with  a  recommendation 
made  with  respect  thereto  by  a  health 
systems  agency,  the  State  Agency  shall 
submit  to  such  health  systems  agency  a 
written,  detailed  statement  of  the  rea¬ 
sons  for  the  inconsistency.  Such  decision 
(and  the  record  upon  which  it  was 
made)  shall,  upon  request  of  the  health 
systems  agency,  be  reviewed,  under  an 
appeals  mechanism  consistent  with  State 
law  governing  the  practices  and  proce- 
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dures  of  administrative  agencies,  by  an 
agency  of  the  State  (other  than  the 
State  Agency)  designated  by  the  Gover¬ 
nor.  The  decision  of  the  reviewing  agency 
shall  be  considered  the  final  decision  of 
the  State  Agency;  however,  the  review¬ 
ing  agency  may  remand  the  matter  to 
the  State  Agency  for  further  action  or 
consideration. 

(10)  Provision  that  if  the  State  Agency 
makes  a  decision  that  it  will  not  grant  a 
certificate  of  need  under  its  certificate  of 
need  program,  or  otherwise  makes  a  find¬ 
ing  that  a  proposed  new  institutional 
health  service  is  not  needed,  such  deci¬ 
sion  or  finding  shall,  upon  request  of  the 
person  proposing  the  new  institutional 
health  service,  be  reviewed,  under  an  ap¬ 
peals  mechanism  consistent  with  State 
law  governing  the  practices  and  proce¬ 
dures  of  administrative  agencies,  by  an 
agency  of  the  State  (other  than  the  State 
Agency)  designated  by  the  Governor. 
The  decision  of  the  reviewing  agency 
shall  be  considered  the  final  decision  of 
the  State  Agency;  however,  the  review¬ 
ing  agency  may  remand  the  matter  to 
the  State  Agency  for  further  action  or 
consideration. 

(11)  If  a  State  Agency  (or  a  reviewing 
agency,  under  subparagraph  (a)(9)  of 
this  section)  makes  a  decision  regarding 
a  proposed  new  institutional  health  serv¬ 
ice  which  the  State  Agency  determines 
is  not  consistent  with  the  goals  of  the 
applicable  health  systems  plan  (estab¬ 
lished  under  section  1513(b)  (2)  of  the 
Act)  or  the  priorities  of  the  applicable 
annual  implementation  plan  <  estab¬ 
lished  under  section  1513(b)(3)  of  the 
Act),  the  State  Agency  (or  the  review¬ 
ing  agency,  as  appropriate)  shall  submit 
to  the  appropriate  Health  Systems  Agen¬ 
cy  a  written,  detailed  statement  of  the 
reasons  for  the  inconsistency. 

(12)  Preparation  and  publication,  at 
least  annually,  of  reports  by  the  State 
Agency  of  the  reviews  being  conducted 
(including  a  statement  concerning  the 
status  of  each  such  review)  and  of  the 
reviews  completed  by  the  agency  since 
the  publication  of  the  last  report  and  a 
general  statement  of  the  findings  and  de¬ 
cisions  made  in  the  course  of  such  re¬ 
views. 

(13)  Access  by  the  general  public  to 
all  applications  reviewed  by  the  State 
Agency  and  to  all  other  written  materials 
pertinent  to  any  agency  review. 

(14)  In  the  case  of  construction  proj¬ 
ects,  submission  to  the  State  Agency  by 
the  persons  proposing  such  projects  of 
letters  of  intent  in  such  detail  as  may 
be  necessary  to  inform  the  agency  of  the 
scope  and  nature  of  the  projects  at  the 
earliest  possible  opportunity  in  the  course 
of  planning  of  such  construction  projects. 

(b)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed. 

§  123.408  Exceptions  to  use  of  proce¬ 
dures. 

After  following  the  procedure  set  forth 
at  {  123.406(b),  a  State  Agency  may, 


with  respect  to  any  type  or  group  or  re¬ 
views,  request  from  the  Secretary  an 
exception  too  the  requirement  of  §  123  - 
403(c)  that  it  utilize  review  procedures 
which  meet  the  requirements  of  §  123.407. 
Such  request  shall  be  in  writing,  shall 
contain  a  detailed  explanation  of  the 
reasons  for  the  request  and  of  the  sub¬ 
stitute  review  procedures  that  the  agency 
intends  to  follow  if  the  exception  is  ap¬ 
proved,  and  shall  be  accompanied  by 
copies  of  all  written  comments  submit¬ 
ted  under  §  123.406(b)  to  the  State 
Agency  with  respect  to  the  request  for 
an  exception.  The  Secretary  may  grant 
such  an  exception  if  he  determines  that 
the  proposed  substitute  procedures  are 
less  costly  or  more  effective,  are  consist¬ 
ent  with  the  purposes  of  the  Act,  and  do 
not  adversely  affect  the  rights  of  per¬ 
sons  affected  by  the  subject  reviews.  The 
State  Agency  shall  distribute  copies  of 
substitute  procedures  approved  by  the 
Secretary  in  accordance  with  the  re¬ 
quirements  of  §  123.406(c). 

§  123.409  Criteria  for  State  Agency  re¬ 
view. 

(а)  The  State  Agency  shall  adopt,  and 
utilize  as  appropriate,  criteria  for  con¬ 
ducting  the  reviews  covered  by  this  sub¬ 
part,  which  criteria  shall  include  con¬ 
sideration  of  at  least  the  following: 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the  applicable 
health  systems  plan  and  annual  imple¬ 
mentation  plan  adopted  pursuant  to  sec¬ 
tion  1513(b)  (2)  and  (3) ,  respectively,  of 
the  Act. 

(2)  The  relationship  of  services  re¬ 
viewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing  or 
proposing  such  services. 

(3)  The  need  that  the  population 
served  or  to  be  served  by  such  services 
has  for  such  services. 

(4)  The  availability  of  alternative,  less 
costly,  or  more  effective  methods  of  pro¬ 
viding  such  services. 

(5)  The  immediate  and  long-term  fi¬ 
nancial  feasibility  of  the  proposal. 

(б)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  existing 
health  care  system  of  the  area  in  which 
such  services  are  proposed  to  be  pro¬ 
vided. 

(7)  The  availability  of  resources 
(including  health  manpower,  manage¬ 
ment  personnel,  and  funds  for  capital 
and  operating  needs)  for  the  provision 
of  the  services  proposed  to  be  provided 
and  the  availability  of  alternative  uses 
of  such  resources  for  the  provision  of 
other  health  services. 

(8)  The  relationship,  including  the 
organizational  relationship,  of  the 
health  services  proposed  to  be  provided 
to  ancillary  or  support  services. 

(9)  Special  needs  and  circumstances 
of  those  entities  which  provide  a  sub¬ 
stantial  portion  of  their  services  or 
resources,  or  both,  to  individuals  not  re¬ 
siding  in  the  health  service  areas  in 
which  the  entities  are  located  or  in 
adjacent  health  service  areas.  Such  enti¬ 
ties  may  include  medical  and  other 
health  professions  schools,  multidisci¬ 
plinary  clinics  and  specialty  centers. 


(10)  The  special  needs  and  circum¬ 
stances  of  health  maintenance  organiza¬ 
tions  for  which  assistance  may  be 
provided  under  title  XIII  of  the  Act. 

(11)  The  special  needs  and  circum¬ 
stances  of  biomedical  and  behavioral  re¬ 
search  projects  which  are  designed  to 
meet  a  national  need  and  for  which 
local  conditions  offer  special  advantages. 

(12)  In  the  case  of  a  construction 
project — 

(i)  the  costs  and  methods  of  the  pro¬ 
posed  construction,  including  the  costs 
and  methods  of  energy  provision,  and 

(ii)  the  probable  impact  of  the  con¬ 
struction  project  reviewed  on  the  costs 
of  providing  health  services  by  the  per¬ 
son  proposing  such  construction  project. 

(b)  Criteria  adopted  for  reviews  in  ac¬ 
cordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  reviewed. 

§  123.410  Inpatient  facilities;  required 
findings. 

In  the  case  of  any  proposed  new  in¬ 
stitutional  health  service  for  the  provi¬ 
sion  of  services  to  inpatients,  a  State 
Agency  shall  not  grant  a  certificate  ef 
need  under  its  certificate  of  need  pro¬ 
gram,  or  otherwise  make  a  finding  that 
such  proposed  new  institutional  health 
service  is  needed,  unless  the  State 
Agency  makes  each  of  the  following  find¬ 
ings  in  writing: 

(a)  That  less  costly,  more  efficient  or 
more  appropriate  alternatives  to  such 
inpatient  service  are  not  available  and 
the  development  of  such  alternatives  has 
been  studied  and  found  not  practicable; 

(b)  That  existing  Inpatient  facilities 
providing  inpatient  srevlces  similar  to 
those  proposed  are  beng  used  in  an  ap¬ 
propriate  and  efficient  manner; 

(c)  That  in  the  case  of  new  construc¬ 
tion,  alternatives  to  new  construction 
(e.g.,  modernization  or  sharing  arrange¬ 
ments)  have  been  considered  and  have 
been  implemented  to  the  maximum  ex¬ 
tent  practicable; 

(d)  That  patients  will  experience  seri¬ 
ous  problems  in  obtaining  inpatient  care 
of  the  type  proposed  in  the  absence  of  the 
proposed  new  service,  and 

<e)  That  in  the  case  of  a  proposal  for 
the  addition  of  beds  for  the  provision 
of  skilled  nursing  or  intermediate  care 
services,  the  addition  will  be  consistent 
with  the  plans  of  other  agencies  of  the 
State  responsible  for  the  provision  and 
financing  of  long-term  care  (including 
home  health)  services. 

PART  100 — LIMITATION  ON  FEDERAL 

PARTICIPATION  FOR  CAPITAL  EXPEN¬ 
DITURES 

3.  Part  100  of  Title  42.  CFR,  is  revised 
to  read  as  follows: 

Sec. 

100.101  Applicability. 

100.102  Definitions. 

100.103  Expenditures  covered. 

100.104  Agreement;  general. 

100.105  Agreement;  designated  agency. 

100.106  Agreement;  procedures  for  agency 

review. 

100  107  Agreement;  criteria  for  agency  re¬ 
view. 
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100.108  Determinations  by  the  Secretary. 

100.109  Continuing  effeot  of  exterminations. 

100.110  Payment  by  Secretary  of  costs  of 

agency  review. 

Authority:  Sec.  1122,  Social  Security  Act, 
86  Stat.  1386  (42  U.S.C.  1320a-l);  Secs.  1501- 
1536,  88  Stat.  2227-2257  (42  DS  C.  300k-l— 
300n-5) . 

§  100.101  Applicability. 

The  provisions  of  this  subpart  are  ap¬ 
plicable  to  agreements  entered  Into  by 
the  Secretary  with  the  various  States 
pursuant  to  section  1122  ef  the  Social 
Security  Act  (42  U.S.C.  Chap.  7),  and  to 
determinations  made  by  the  Secretary 
thereunder,  for  the  purpose  of  assuring 
that  Federal  funds  appropriated  under 
titles  V.  XVIII,  and  XIX  of  the  Social 
Security  Act  are  not  used  to  support  un¬ 
necessary  capital  expenditures  made  by 
or  on  behalf  of  health  care  facilities  or 
health  maintenance  organizations  which 
are  reimbursed  under  any  of  such  titles 
and  that,  to  the  extent  possible,  reim¬ 
bursement  under  such  titles  shall  sup¬ 
port  planning  activities  with  respect  to 
health  services  and  facilities  in  the  vari¬ 
ous  States. 

§  100.102  Definitions. 

(a)  “Act”  means  the  Social  Security 
Act,  as  amended  (42  U.S.C.  Chap.  7) . 

(b)  “State”  means  any  of  the  several 
States,  the  District  of  Columbia,  Puerto 
Rico,  the  Virgin  Islands,  Guam.  Ameri¬ 
can  Samoa,  and  the  Trust  Territory  of 
the  Pacific  Islands. 

(c)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and 
Welfare  to  whom  the  authority  involved 
may  be  delegated. 

(d)  “Person”  means  an  individual,  a 
trust  or  estate,  a  partnership,  a  corpora¬ 
tion  (including  associations,  joint-stock 
companies,  and  insurance  companies) ,  a 
State,  or  a  political  subdivision  or  instru¬ 
mentality  (including  a  municipal  corpo¬ 
ration)  of  a  State. 

(e>  “Health  care  facility”  includes  hos¬ 
pitals,  psychiatric  hospitals,  tuberculo¬ 
sis  hospitals,  skilled  nursing  facilities, 
kidney  disease  treatment  centers,  in¬ 
cluding  freestanding  hemodialysis  units, 
intermediate  care  facilities,  and  ambula¬ 
tory  surgical  facilities,  but  does  not  in¬ 
clude  Christian  Science  sanatoriums  op¬ 
erated  or  listed  and  certified,  by  the 
First  Church  of  Christ,  Scientist,  Boston, 
Massachusetts.  For  purposes  of  this 
paragraph : 

(1)  the  term  “hospital”  means  an  in¬ 
stitution  which  is  primarily  engaged  in 
providing  to  inpatients,  by  or  under  su¬ 
pervision  of  physicians,  diagnostic  serv¬ 
ices  and  therapeutic  services  for  medical 
diagnosis,  treatment,  and  care  of  in¬ 
jured,  disabled,  or  sick  persons,  or  reha¬ 
bilitation  services  for  the  rehabilitation 
of  injured,  disabled,  or  sick  persons.  Such 
term  does  not  include  psychiatric  and 
tuberculosis  hospitals. 

(2)  The  term  “psychiatric  hospital” 
means  an  Institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by 
or  under  the  supervision  of  a  physician, 


psychiatric  services  for  the  diagnosis  and 
treatment  of  mentally  111  persons. 

(3)  The  term  “tuberculosis  hospital” 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by  or 
under  the  supervision  of  a  physician, 
medical  services  for  the  diagnosis  and 
treatment  of  tuberculosis. 

(4)  The  term  "skilled  nursing  facility” 
means  an  institution  or  a  distinct  part 
of  an  institution  which  is  primarily  en¬ 
gaged  in  providing  to  inpatients  skilled 
nursing  care  and  related  services  for 
patients  who  require  medical  or  nurs¬ 
ing  care,  or  rehabilitation  services  for 
the  rehabilitation  of  injured,  disabled, 
or  sick  persons. 

(5)  The  term  “intermediate  care  facil¬ 
ity”  means  an  institution  which  provides, 
on  a  regular  basis,  health-related  care 
and  services  to  individuals  who  do  not 
require  the  degree  of  care  and  treat¬ 
ment  which  a  hospital  or  skilled  nursing 
facility  is  designed  to  provide,  but  who 
because  of  their  mental  or  physical  con¬ 
dition  require  care  and  services  (above 
the  level  of  room  and  board)  which  can 
be  made  available  to  them  only  through 
institutional  facilities. 

(6)  The  term  “ambulatory  surgical 
facility”  means  a  facility,  not  a  part  of 
a  hospital,  which  provides  surgical  treat¬ 
ment  to  patients  not  requiring  hospitali¬ 
zation.  Such  term  does  not  include  the 
offices  of  private  physicians  or  dentists, 
whether  for  individual  or  group 
practice. 

(f)  “Health  maintenance  organiza¬ 
tion”  means  a  public  or  private  organi¬ 
zation,  organized  under  the  laws  of  any 
State,  which 

(1)  Provides  or  otherwise  makes  avail¬ 
able  to  enrolled  participants  health  care 
services,  including  at  least  the  following 
basic  health  care  services:  Usual  physi¬ 
cian  services,  hospitalization,  laboratory, 
x-ray,  emergency  and  preventive  serv¬ 
ices,  and  out-of-area  coverage: 

(2)  Is  compensated  (except  for  copay¬ 
ments)  for  the  provision  of  the  basic 
health  care  services  listed  in  paragraph 
(f)(1)  of  this  section  to  enrolled  par¬ 
ticipants  on  a  predetermined  periodic 
rate  basis;  and 

(3)  Provides  physicians’  services  pri¬ 
marily  (i)  directly  through  physicians 
who  are  either  employees  or  partners  of 
such  organization,  or  (ii)  through  ar¬ 
rangements  with  individual  physicians 
or  one  or  more  groups  of  physicians  (or¬ 
ganized  on  a  group  practice  or  individ¬ 
ual  practice  basis). 

(g)  “Health  service  area”  means  an 
area  designated  by  the  Secretary  pur¬ 
suant  to  section  1511  of  the  Public  Health 
Service  Act  as  a  health  service  area. 

(h)  “Health  systems  agency”  means 
an  agency  designated  pursuant  to  sec¬ 
tion  1515  (b)  or  (c)  of  the  Public  Health 
Service  Act. 

§  100.103  Expenditures  covered. 

Any  capital  expenditure  proposed  by  or 
on  behalf  of  any  health  care  facility  or 
health  maintenance  organization,  the  ob¬ 
ligation  for  which  Is  incurred  by  or  on 
behalf  of  a  health  care  facility  or  health 
maintenance  organization  after  Decem¬ 


ber  31,  1972,  or  after  the  effective  date  of 
the  agreement  entered  into  pursuant  to 
§  100.104  by  the  Secretary  and  the  State 
in  which  the  health  care  facility  or 
health  maintenance  organization  is  lo¬ 
cated  (which  effective  date  may,  at  the 
option  of  the  State,  be  earlier  than  the 
date  on  which  such  agreement  is  entered 
into  where  the  Secretary  finds  that  the 
procedure  utilized  by  the  State  for  review 
of  proposed  capital  expenditures  as  of 
such  earlier  date  satisfies  the  require¬ 
ments  of  section  1122  and  this  subpart), 
whichever  is  later,  is  subject  to  this  sub¬ 
part:  Provided,  that,  in  the  case  of  a 
health  care  facility  providing  health  care 
sendees  as  of  December  18,  1970,  which 
on  such  date  is  committed  to  a  formal 
plan  of  expansion  or  replacement,  this 
subpart  shall  not  apply  with  respect  to 
such  expenditures  as  may  be  made  or 
such  obligations  as  may  be  incurred  for 
capital  items  included  in  such  plan  where 
preliminary  expenditures  toward  the 
plan  of  expansion  or  replacement  (in¬ 
cluding  payments  for  studies,  surveys, 
designs,  plans,  working  drawings,  speci¬ 
fications,  and  site  acquisition,  essential  to 
the  acquisition,  improvement,  expansion, 
or  replacement  of  the  health  care  facility 
or  equipment  concerned)  of  $100,000  or 
more,  had  been  made  during  the  three - 
year  period  ended  December  17,  1970. 

(a)  (1)  For  purposes  of  this  subpart, 
a  “capital  expenditure”  is  an  expendi¬ 
ture,  including  a  force  account  expendi¬ 
ture  (i.e.,  an  expenditure  for  a  construc¬ 
tion  project  undertaken  by  the  facility 
as  its  own  contractor) ,  which,  under  gen¬ 
erally  accepted  accounting  principles,  is 
not  properly  chargeable  as  an  expense 
of  operation  and  maintenance  and  which 

(i)  exceeds  $100,000,  or  (ii)  changes  the 
bed  capacity  of  the  facility  with  respect 
to  which  such  expenditure  is  made,  or 
(iii)  substantially  changes  the  services 
of  the  facility  with  respect  to  which 
such  expenditure  is  made. 

(2)  (i)  For  purposes  of  paragraph  (a) 
(l)(i)  of  this  section,  the  cost  of  plan¬ 
ning  and  development  activities,  includ¬ 
ing  studies,  surveys,  designs,  plans,  work¬ 
ing  drawings,  specifications,  and  other 
activities  essential  to  the  acquisition,  im¬ 
provement,  expansion,  or  replacement  of 
the  plant  and  equipment  with  respect  to 
which  such  expenditure  is  made  shall  be 
included  in  determining  whether  such 
expenditure  exceeds  $100,000;  however, 
the  expenditure  for  such  planning  and 
predevelopment  activities,  if  less  than 
$100,000,  may  be  made  prior  to  the  sub¬ 
mission  of  notice  to  the  appropriate 
agencies  under  §  100.106(a)(1). 

(ii)  For  purpose  of  paragraph  (a)(1) 
(i)  of  this  section,  where  the  estimated 
cost  of  a  proposed  project,  including  cost 
escalation  factors  appropriate  to  the  area 
in  which  the  project  is  located,  is,  within 
60  days  of  the  date  on  which  the  obliga¬ 
tion  for  such  expenditure  is  incurred, 
certified  by  a  licensed  architect  or  engi¬ 
neer  to  be  $100,000  or  less,  such  expendi¬ 
ture  shall  be  deemed  not  to  exceed  $100,- 
000  regardless  of  the  actual  cost  of  such 
project:  Provided,  that,  in  any  such  case 
where  the  actual  cost  of  the  project  ex¬ 
ceeds  $100,000,  the  health  care  facility  or 
health  maintenance  organization  on 
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whose  behalf  such  expenditure  Is  made 
shall  provide  written  notification  of  such 
cost  to  the  designated  planning  agency 
not  more  than  30  days  sifter  the  date  on 
which  such  expenditure  is  incurred.  Such 
notification  shall  include  a  copy  of  the 
certified  estimate. 

(ill)  For  purposes  of  paragraph  (a)  (1 ) 
(ii)  of  this  section,  a  capital  expenditure 
which  “changes  the  bed  capacity”  of  a 
facility  means  a  capital  expenditure 
which  results  in  any  increase  or  decrease 
in  licensed  capacity  under  applicable 
State  or  local  law,  or,  If  there  is  no  such 
law,  the  number  of  beds  in  a  given  facil¬ 
ity  immediately  prior  to  the  commence¬ 
ment  of  the  project  for  which  the  capital 
expenditure  is  proposed  to  be  made,  and 
includes  a  capital  expenditure  which  re¬ 
sults  in  a  change  in  the  type  or  level  of 
beds  in  a  given  facility. 

(iv)  For  purposes  of  paragraph  (a) 

(1 )  (ill)  of  this  section,  a  capital  expendi¬ 
ture  which  “substantially  changes  the 
services”  of  a  facility  means  a  capital 
expenditure  which  results  in  the  addition 
of  a  clinically  related  (l.e.,  diagnostic, 
curative,  or  rehabilitative)  service  not 
previously  provided  in  the  facility  or  the 
termination  of  such  a  service  which  had 
previously  been  provided  in  the  facility. 

(v)  Any  change  in  a  proposed  capital 
expenditure  which  itself  meets  the 
criteria  set  forth  in  this  paragraph,  shall, 
for  purposes  of  this  subpart,  be  deemed 
a  capital  expenditure  and  shall  subject 
to  the  entire  capital  expenditure  to  re¬ 
review  by  the  designated  planning  agency 
in  accordance  with  this  subpart: 

Provided,  That  an  Increase  or  decrease 
In  the  cost  of  a  proposed  capital  expendi¬ 
ture  which  Increase  or  decrease  is  not 
related  to  a  change  in  bed  capacity  or  a 
substantial  change  In  services  may,  at 
the  option  of  the  designated  planning 
agency,  be  exempt  from  review  under 
this  subpart. 

<vi)  For  purposes  of  this  subpart,  a 
capital  expenditure  on  behalf  of  a  health 
care  facility  or  health  maintenance  or¬ 
ganization  shall  be  deemed  to  Include 
a  capital  expenditure  which  is  for  the 
purpose  of  or  results  in  a  change  In  the 
bed  capacity  or  a  substantial  change  In 
the  services  of  a  health  care  facility 
or  health  maintenance  organization, 
whether  or  not  the  obligation  for  such 
expenditure  is  incurred  by  the  health 
care  facility  or  health  maintenance 
organization. 

(b)  Where  a  person  obtains  under 
lease  or  comparable  arrangement,  or 
through  donation,  any  facility  or  part 
thereof,  or  equipment  for  a  facility,  the 
expenditure  for  which  would  have  been 
considered  a  capital  expenditure  and 
subject  to  exclusion  from  reimburse¬ 
ment  under  titles  V,  XVIII,  and  XIX  of 
the  Act  pursuant  to  this  subpart  if  the 
person  had  acquired  it  by  purchase,  such 
acquisition  shall  be  deemed  a  capital  ex¬ 
penditure  by  or  on  behalf  of  such  facility 
and  the  Secretary  shall,  subject  to  sec¬ 
tion  1122(d)  of  the  Act: 

(1)  In  the  case  of  a  lease  or  compara¬ 
ble  arrangement,  (i)  in  computing  such 
persons ’s  rental  expense,  in  determining 
the  Federal  payments  to  be  made  under 
such  titles  V,  XVm,  and  XIX  with  re¬ 


spect  to  services  furnished  In  such  fa¬ 
cility,  deduct  the  amount  which  in  his 
judgment  is  a  reasonable  equivalent  of 
the  amount  that  would  have  been  ex¬ 
cluded  if  the  person  had  acquired  such 
facility  or  equipment  by  purchase;  and 

(ii)  In  computing  such  person’s  return 
on  equity  capital,  deduct  any  amount  de¬ 
posited  under  the  terms  of  the  lease  or 
comparable  arrangement;  and 

(2)  In  the  case  of  a  donation  which 
is  carried  by  such  person  as  a  capital  as¬ 
set,  exclude  from  reimbursement  for 
services  provided  under  titles  V,  XV III, 
and  XIX  any  amount  claimed  for  de¬ 
preciation  on  such  facility  or  equipment, 
and  other  costs  related  to  its  acquisition. 

(c)  The  acquisition  of  a  health  care 
facility  or  health  maintenance  organiza¬ 
tion  which  involves  a  capital  expenditure 
in  excess  of  $100,000  shall  be  subject  to 
this  subpart.  The  term  “acquisition”  in¬ 
cludes  purchases  and  transactions  which 
result  in  a  “change  of  ownership”  as  de¬ 
fined  in  regulations  under  Title  XVIII 
of  the  Act  (20  CFR  S  405.626) . 

(d)  An  obligation  for  a  capital  ex¬ 
penditure  shall  be  deemed  to  have  been 
incurred  by  or  on  behalf  of  a  health  care 
facility  or  health  maintenance  organi¬ 
zation. 

(1)  When  a  contract,  enforceable  un¬ 
der  applicable  State  law,  is  entered  into 
by  such  facility  or  organization  or  by  a 
person  proposing  such  capital  expendi¬ 
ture  on  behalf  of  such  facility  or  organi¬ 
zation  for  the  construction,  acquisition 
or  lease  of  a  capital  asset;  or 

(2)  Upon  the  formal  internal  commit¬ 
ment  of  funds  by  such  facility  or  organi¬ 
zation  or  force  account  expenditure 
which  constitutes  a  capital  expenditure; 
or 

(3)  In  the  case  of  donated  property,  as 
described  in  paragraph  (b)  of  this  sec¬ 
tion,  the  date  on  which  the  gift  is  com¬ 
pleted  in  accordance  with  applicable 
State  law. 

(e)  A  determination  by  a  designated 
planning  agency  designated  in  the 
Agreement  described  in  §  100.104  that  a 
proposed  expenditure  is  not  a  capital  ex¬ 
penditure  within  the  meaning  of  section 
1122  of  the  Act  and  this  subpart,  or  that 
it  falls  within  the  exemption  described 
in  8  100.103,  or  that  it  is  otherwise  not 
subject  to  review  under  section  1122  of 
the  Act,  shall  be  binding  upon  the  Sec¬ 
retary.  A  determination  by  such  an 
agency  that  a  proposed  expenditure  is 
a  capital  expenditure  subject  to  review 
under  section  1122  and  this  subpart  may 
be  appealed,  by  the  person  proposing 
such  expenditure,  to  the  Secretary.  Such 
appeal  may  be  made  at  any  time  prior  to 
the  expiration  of  the  six  month  period 
referred  to  in  §  100.108(d),  in  such  form 
and  manner  as  the  Secretary  may  pre¬ 
scribe.  During  the  pendency  of  such  ap¬ 
peal,  the  running  of  all  time  periods 
specified  in  §  100.106  shall  be  suspended, 
except  that  nothing  in  this  paragraph 
shall  affect  the  requirement  that  writ¬ 
ten  notice  of  the  Intention  to  make  a 
capital  expenditure  subject  to  this  sub¬ 
part  must  be  received  by  the  designated 
planning  agency  not  less  than  60  days 
prior  to  the  date  on  which  the  expendi¬ 


ture  is  Incurred.  The  designated  plan¬ 
ning  agency  may  request  a  determina¬ 
tion  by  the  Secretary  of  whether  a  pro¬ 
posed  expenditure  is  a  capital  expendi¬ 
tures  subject  to  review  under  section 
1122,  except  that  the  running  of  all  time 
periods  specified  in  8  100.106  shall  not  be 
suspended  without  the  written  consent 
of  the  person  proposing  the  expenditure. 

§100.104  Agreement ;  general. 

The  Secretary,  after  consultation  with 
the  Governor  (or  other  chief  executive 
officer)  and  with  appropriate  public  offi¬ 
cials,  shall  make  an  Agreement  with  any 
State  which  is  able  and  willing  to  enter 
into  such  an  agreement  under  which  a 
designated  planning  agency  (which  shall 
be  an  agency  described  in  8  100.105) 
will: 

(a)  With  respect  to  each  capital  ex¬ 
penditure  proposed  by  or  on  behalf  of 
a  health  care  facility  or  health  mainte¬ 
nance  organization  in  such  State,  within 
five  working  days  after  final  State  action, 
submit  to  the  Secretary,  together  with 
such  supporting  materials  as  the  Secre¬ 
tary  may  require,  the  findings  of  such 
designated  planning  agency  as  to 
whether 

(1)  The  designated  planning  agency 
or  any  other  agency  described  in  8  100.105 
had  been  given  notice  of  such  proposed 
capital  expenditure  (in  accordance  with 
such  procedure  or  in  such  detail  as  may 
be  required  pursant  to  8  100.106)  at  least 
60  days  prior  to  obligation  for  such  ex¬ 
penditure;  and 

(2)  Such  expenditure  is  or  is  not  con¬ 
sistent  with  the  standards,  criteria,  or 
plans  developed  pursuant  to  the  Public 
Health  Service  Act,  Including  criteria 
adopted  by  the  State  Health  Planning 
and  Development  Agency  pursuant  to  42 
CFR  8  123.409  (or  the  Mental  Retarda¬ 
tion  Facilities  and  Community  Mental 
Health  Centers  Construction  Act  of 
1963),  to  meet  the  need  for  adequate 
health  care  facilities  in  the  area  covered 
by  the  plan  or  plans  so  developed. 

(1)  In  reaching  such  findings,  the 
designated  planning  agency  shall  con¬ 
sult  with,  and  take  into  consideration 
the  findings  and  recommendations  of, 
the  other  agencies  described  in  8  100.105 
and,  where  a  health  systems  agency  has 
been  designated  for  the  health  service 
area  in  which  the  health  care  facility 
or  health  maintenance  organization  is  or 
is  proposed  to  be  located,  such  health 
systems  agency. 

(ii)  Where  the  designated  planning 
agency  finds  that  such  expenditure  Is 
not  consistent  with  such  standards,  cri¬ 
teria,  or  plans,  it  shall  submit  to  the 
Secretary  the  findings  and  recommen¬ 
dations  of  all  such  other  agencies  with 
which  it  has  consulted. 

(b)  With  respect  to  each  proposed 
capital  expenditure  which  is  found  by 
the  designated  planning  agency  to  be  not 
consistent  with  the  standards,  criteria, 
or  plans  described  in  paragraph  (a)  of 
this  section,  within  five  working  days 
after  final  State  action,  submit  to  the 
Secretary,  together  with  such  supporting 
materials  as  the  Secretary  may  require, 
its  recommendation  as  to  whether  the 
Secretary  should  either 
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(1)  Exclude,  in  determining  the  Fed¬ 
eral  payments  to  be  made  under  titles  V, 
XVIII,  and  XIX  of  the  Act  with  respect 
to  services  furnished  in  the  health  care 
facility  or  health  maintenance  organi¬ 
zation  for  which  such  capital  expendi¬ 
ture  is  made,  expenses  related  to  such 
capital  expenditure  (in  accordance  with 
section  1122(d)(1)  of  the  Act);  or 

(2)  Not  exclude  such  expenses,  on  the 
ground  that  such  facility  or  organiza¬ 
tion  has  demonstrated  proof  of  capabil¬ 
ity  to  provide  comprehensive  health  care 
services  efficiently,  effectively,  and  eco¬ 
nomically,  and  that  such  an  exclusion 
would  discourage  the  operation  or  ex¬ 
pansion  of  such  facility  or  organization, 
or  of  any  facility  of  such  organization. 

(c)  With  respect  to  each  proposed 
capital  expenditure  which  is  found  by 
any  other  agency  described  in  S  100.105 
or  by  the  appropriate  health  systems 
agency  to  be  not  consistent  with  the 
standards,  criteria,  or  plans  described  in 
paragraph  (a)  of  this  section  within  the 
field  of  responsibilities  of  such  other 
agency,  submit  to  the  Secretary,  together 
with  such  supporting  information  as  the 
Secretary  may  require,  the  findings  and 
recommendations  of  such  other  agency. 

(d)  With  respect  to  each  proposed 
capital  expenditure  as  to  which  the  de¬ 
signated  planning  agency  reaches  a  find¬ 
ing  contrary  to  that  reached  by  the  local 
area  planning  agency  described  in 
§  100.105(a)  (3),  submit  to  the  Secretary, 
together  with  such  supporting  informa¬ 
tion  as  the  Secretary  may  require,  a 
statement  of  the  reasons  for  such  a  con¬ 
trary  finding. 

(e)  With  respect  to  each  proposed 
capital  expenditure  for  which  the  desig¬ 
nated  planning  agency  makes  a  finding 
which  such  agency  determines  is  not 
consistent  with  the  goals  of  the  appli¬ 
cable  health  systems  plan  (established 
under  section  1513(b)(2)  of  the  Public 
Health  Service  Act)  or  the  priorities  of 
the  applicable  annual  implementation 
plan  (established  under  section  1513(b) 

(3)  of  such  Act),  submit  to  the  appro¬ 
priate  health  systems  agency  a  written, 
detailed  statement  of  the  reasons  for 
the  inconsistency. 

(f)  Require  the  submission  of  periodic 
reports  by  providers  of  health  services 
and  other  persons  subject  to  review  under 
this  subpart  respecting  the  development 
of  proposals  subject  to  review. 

(g)  Notify,  upon  request,  provideis  of 
health  services  and  other  persons  sub¬ 
ject  to  review  under  this  subpart  of  the 
status  of  the  review,  findings  made  in 
the  course  of  such  review,  and  other  ap¬ 
propriate  information  respecting  such 
review. 

(h)  Provide  access  by  the  general  pub¬ 
lic  to  all  application?  reviewed  by  the 
designated  planning  agency  and  to  all 
other  written  materials  pertinent  to  any 
designated  planning  agency  review. 

(1)  Prepare  and  publish,  no  less  fre¬ 
quently  than  annually,  reports  of  the 
reviews  being  conducted  under  this  sub¬ 
part  (including  a  statement  concerning 
the  status  of  each  such  review)  and  of 
the  reviews  completed  under  this  sub¬ 
part  (including  a  general  statement  of 


the  findings  and  decisions  made  in  the 
course  of  such  reviews)  since  the  publi¬ 
cation  of  the  last  such  report. 

( j )  Publish,  and  update  as  appropriate, 
the  text  of  the  standards,  criteria,  and 
plans  referred  to  in  paragraph  (a)  (2)  of 
this  section,  or  a  description  of  such 
standards,  ci'iteria,  and  plans  and  a 
statement  that  such  standards,  criteria 
and  plans  are  available  for  public  in¬ 
spection  at  a  specified  address. 

§100.105  Agreement;  designated 
agency. 

<a)  Where  a  State  Health  Planning 
and  Development  Agency  has  been  desig¬ 
nated  for  a  State  under  section  1521(b) 

(2)  or  section  1521(b)(3)  of  the  Public 
Health  Service  Act  (42  U.S.C.  300m(b> 
(2)  and  (3)),  such  agency  shall,  except 
as  authorized  by  42  CFR  123.107,  be  the 
agency  designated  in  the  Agreement. 
Where  no  such  agency  has  been  so  des¬ 
ignated,  the  designated  planning  agency 
designated  in  the  Agreement  shall  be  one 
of  the  following: 

(1)  The  State  agency  designated  or 
established  pursuant  to  section  314(a)  of 
the  Public  Health  Service  Act  as  the  sole 
agency  for  administering  or  supervising 
the  administration  of  the  State’s  health 
plannng  functions  under  the  plan  devel¬ 
oped  pursuant  to  such  section  314(a) . 

(2)  The  State  agency  designated  pur¬ 
suant  to  section  604(a)  of  the  Public 
Health  Service  Act  as  the  sole  agency  for 
the  administration  of  the  State  plan  de¬ 
veloped  pursuant  to  Title  VI  of  the  Pub¬ 
lic  Health  Service  Act. 

(3)  The  public  or  nonprofit  private 
agency  or  organization  responsible  for 
the  comprehensive  regional,  metropoli¬ 
tan  area,  or  other  local  area  plan  or  plans 
referred  to  in  section  314(b)  of  the  Pub¬ 
lic  Health  Service  Act  covering  the  area 
in  which  the  health  care  facility  or 
health  maintenance  organizaton  propos¬ 
ing  such  capital  expenditure  is  or  is  pro- 
proposed  to  be  located  or,  if  there  is  no 
such  agency  covering  such  area,  such 
other  public  or  nonprofit  private  agency 
or  organization  which  is  found  by  the 
State  agency  referred  to  in  paragraph 
(a)  (1)  of  this  section  and  by  the  Secre¬ 
tary  to  be  performing  similar  functions. 

(b)  The  designated  planning  agency 
shall  have  a  governing  body  or  advisory 
board  at  least  half  of  whose  members 
represent  consumer  interests. 

§  100.106  Agreement;  procedure*  for 
agency  review. 

(a)  The  Agreement  shall  provide  for 
the  following  notification  and  review 
procedures: 

(1)  The  designated  planning  agency 
shall  establish,  maintain,  and  dissemi¬ 
nate  to  all  health  care  facilities  and 
health  maintenance  organizations  with¬ 
in  the  State  procedures  under  which 
timely  written  notice  of  the  intention  to 
make  a  capital  expenditure  subject  to 
this  subpart  is  required  to  be  given  (i) 
to  the  designated  planning  agency,  in 
which  case  such  agency  shall  distribute 
copies  of  such  notice  to  those  other  agen- 
ies  described  in  $  100.105  whose  respec¬ 
tive  fields  of  responsibility  cover  the  pro¬ 


posed  expenditure  (except  that  where  a 
health  systems  agency  has  been  desig¬ 
nated  for  the  health  service  area  in 
which  the  health  care  facility  or  health 
maintenance  organization  proposing 
such  expenditure  is  or  is  proposed  to  be 
located,  the  copy  of  the  notice  shall  be 
distributed  to  that  agency  as  well  as  to 
the  other  agencies  referred  to  in  §  100.- 
105),  or,  at  the  option  of  the  designated 
planning  agency,  (ii)  simultaneously  to 
the  designated  planning  agency  and  to 
those  other  agencies  described  in  §  100.- 
105  whose  respective  fields  of  responsi¬ 
bility  cover  the  proposed  expenditure 
(except  that  where  a  health  systems 
agency  has  been  designated  for  the  area 
in  which  the  health  care  facility  or 
health  maintenance  organization  pro¬ 
posing  such  expenditure  is  or  is  pro¬ 
posed  to  be  located,  the  copy  of  the 
notice  shall  be  distributed  to  that 
agency  as  well  as  to  the  other  agencies 
referred  to  in  §  100.105).  Such  notice 
shall  set  forth  the  date  on  which  the 
obligation  is  expected  to  be  incurred,  and 
must  be  received  by  the  designated  plan¬ 
ning  agency  not  less  than  60  days  prior 
to  such  date.  In  the  case  of  construction 
projects,  the  designated  planning  agency 
shall  provide  for  submission  of  letters  of 
intent  in  such  detail  as  may  be  necessary 
to  inform  the  agency  of  the  scope  and 
nature  of  the  projects  at  the  earliest  pos¬ 
sible  opportunity  in  the  course  of  plan¬ 
ning  of  such  construction  projects.  Such 
a  letter  of  intent  does  not  satisfy  the 
notice  requirement  of  this  subparagraph. 

(2)  Such  notice  shall  be  submitted  in 
such  form  and  manner  and  shall  contain 
such  information  as  may  be  required  by 
tiie  designated  planning  agency  to  meet 
the  needs  of  all  the  agencies  whose  re¬ 
spective  fields  of  responsibility  cover  the 
proposed  expenditure. 

(3) (i)  (A)  The  designated  planning 
agency  shall,  within  15  days  of  its  re¬ 
ceipt  of  the  notice  under  this  paragraph, 
send  written  notice  to  the  person  pro¬ 
posing  the  capital  expenditure  either 
that  the  notice  is  complete  and  that  the 
review  period  has  begun  or  that  the  no¬ 
tice  is  incomplete,  advising  such  person 
of  the  additional  information  required.  A 
written  notice  that  the  review  period  has 
begun  shall  include  notification  of  the 
proposed  schedule  for  review,  of  the  pe¬ 
riod  within  which  a  public  hearing  dur¬ 
ing  the  course  of  review  may  be  requested 
by  persons  directly  affected  by  the  re¬ 
view  as  defined  In  paragraph  (a)  (3)  (ii) 

(A)  of  this  section  (which  period  may 
not  be  less  than  30  days  from  the  date 
of  the  written  notice  that  the  review  pe¬ 
riod  has  begun) ,  and  of  the  manner  in 
which  notification  will  be  provided  of  the 
time  and  place  of  any  hearing  so  re¬ 
quested.  Where  timely  notification  of  in¬ 
completeness  is  provided,  the  period 
within  which  the  agency  is  required  to 
notify  the  person  proposing  such  expend¬ 
iture  that  such  expenditure  is  not  ap¬ 
proved,  as  required  by  section  1122(d)  (1) 

(B)  (1)  of  the  Act  and  paragraph  (a)  (4) 
of  this  section,  shall  run  from  the  date 
of  written  notification  by  the  designated 
planning  agency  that  the  additional  In¬ 
formation  required  has  been  provided. 
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which  notification  shall  be  sent  by  the 
designated  planning  agency  within  15 
days  of  the  receipt  of  such  additional  in¬ 
formation.  If  the  designated  planning 
agency  fails  to  provide  either  such  notice 
within  such  15  day  period,  the  review 
period  shall  be  deemed  to  have  begun 
upon  the  receipt  by  such  agency  of  the 
notice  described  in  subparagraph  (1)  of 
this  paragraph.  In  the  event  that  the 
information  requested  is  not  received  by 
the  designated  planning  agency  within 
six  months  of  the  date  of  such  notifica¬ 
tion,  the  proposal  is  to  be  considered  to 
have  been  withdrawn. 

(B)  The  designated  planning  agency 
shall,  simultaneous  with  its  notification 
to  the  person  proposing  a  capital  ex¬ 
penditure  that  the  review  period  has 
begun,  provide  similar  written  notifica¬ 
tion  to  other  affected  persons.  For  pur¬ 
poses  of  this  paragraph,  “other  affected 
persons”  shall  include,  at  a  minimum,  the 
other  agencies  described  in  §  100.105,  the 
health  systems  agency  for  the  health 
service  area  in  which  the  health  care 
facility  or  health  maintenance  organiza¬ 
tion  by  which  or  on  whose  behalf  the 
capital  expenditure  is  proposed  is  lo¬ 
cated,  health  systems  agencies  serving 
contiguous  health  service  areas,  health 
care  facilities  and  health  maintenance 
organizations  located  in  the  health  serv¬ 
ice  area  which  provide  health  services 
similar  to  the  services  for  the  provision 
of  which  the  capital  expenditure  is  pro¬ 
posed,  and  those  members  of  the  public 
who  are  served  or  to  be  served  by  the 
health  care  facility  or  health  mainte¬ 
nance  organization  by  which  or  on  whose 
behalf  the  capital  expenditure  is  pro¬ 
posed.  Written  notification  to  members 
of  the  public  may  be  provided  through 
newspapers  of  general  circulation  in  such 
area  and  public  Information  channels; 
notification  to  all  other  affected  persons 
shall  be  by  mail  (which  may  be  as  part 
of  a  newsletter) . 

(ii)  The  designated  planning  agency 
shall  provide  for  a  public  hearing  in  the 
course  of  agency  review  if  requested  by 
one  or  more  persons  directly  affected  by 
the  review. 

(A)  For  purposes  of  this  paragraph, 
“persons  directly  affected”  by  the  re¬ 
view  shall  include,  at  a  minimum,  the 
person  proposing  the  capital  expendi¬ 
ture,  members  of  the  public  who  are 
served  or  to  be  served  by  the  health  care 
facility  or  health  maintenance  organi¬ 
zation  by  which  or  on  whose  behalf  the 
capital  expenditure  is  proposed,  health 
care  facilities  or  health  maintenance  or¬ 
ganizations  located  in  the  health  service 
area  which  provide  health  services 
similar  to  the  services  for  the  provision 
of  which  the  capital  expenditure  is  pro¬ 
posed  or  which,  prior  to  requesting  such 
a  hearing,  have  formally  Indicated  an 
intention  to  provide  such  similar  serv¬ 
ices  in  the  future. 

(B)  Where  such  a  hearing  is  re¬ 
quested,  the  designated  planning  agency 
shall,  prior  to  such  hearing,  provide 
notice  of  such  hearing  in  accordance 
with  Its  written  notification  under  para¬ 
graph  (a)  (3)  (1)  (A)  of  this  section. 


(C)  The  procedure  for  the  hearing 
must  provide  an  opportunity  for  any 
person  to  present  testimony. 

(D)  The  designated  planning  agency 
may,  at  its  option,  provide  that  the  re¬ 
quirement  of  this  subparagraph  (ii)  shall 
be  deemed  satisfied  if  an  opportunity  for 
a  public  hearing  with  respect  to  the  pro¬ 
posed  capital  expenditure  under  review 
has  been  provided  by  the  appropriate 
health  systems  agency  in  accordance 
with  42  CFR  122.304(a)  (7) . 

<4)  Except  as  provided  in  paragraph 
(a)  (3)  (i)  of  this  section,  the  designated 
planning  agency  shall,  prior  to  the  date 
set  out  in  the  written  notice  of  intention 
submitted  pursuant  to  paragraph  (a)  (1) 
of  this  section  as  the  expected  date  for 
the  obligation  of  the  proposed  expendi¬ 
ture  (but,  subject  to  the  provisions  of 
paragraph  (a)  (3)  (i)  of  this  section  in 
no  event  later  than  90  days  after  the 
date  of  its  written  notification  under 
paragraph  (a)  (3)  of  this  section  that 
the  notice  of  the  proposed  capital  ex¬ 
penditure  is  complete  unless  the  person 
proposing  the  capital  expenditure  agrees 
in  writing  to  a  longer  period) ,  send  writ¬ 
ten  notification  to  the  person  proposing 
such  capital  expenditure  (1)  that  such 
capital  expenditure  has  been  found  by 
such  agency  to  be  in  conformity  with 
the  standards,  criteria  and  plans  de¬ 
scribed  in  §  100.104(a)  (2) ;  or  (ii)  that 
such  agency  has  elected  not  to  review 
the  proposed  capital  expenditure  (which 
election  shall  be  equivalent  to  a  find¬ 
ing  by  such  agency  that  such  expendi¬ 
ture  is  in  conformity  with  such  stand¬ 
ards,  criteria,  and  plans) ,  in  which  event 
the  designated  planning  agency  shall 
notify  the  Secretary  of  its  reasons  for 
electing  not  to  review  the  proposed  capi¬ 
tal  expenditure;  or  (ill)  that  such  agency 
after  having  consulted  with,  and  taken 
into  consideration  the  findings  and  rec¬ 
ommendations  of,  the  other  agencies  de¬ 
scribed  in  §  100.105  and  the  appropriate 
health  systems  agencies  (to  the  extent 
that  such  proposed  capital  expenditure 
is  within  the  respective  fields  of  respon¬ 
sibility  of  such  other  agencies) ,  has 
found  that  the  proposed  capital  expendi¬ 
ture  would  not  be  in  conformity  with  the 
standards,  criteria,  or  plans  described 
in  S  100.104(a)(2),  in  which  event  the 
notification  shall  include  a  statement 
indicating  specifically  with  which  stand¬ 
ards,  criteria,  or  plans  the  proposed 
capital  expenditure  would  not  be  in  con¬ 
formity.  The  failure  of  the  designated 
planning  agency  to  provide  such  notifi¬ 
cation  within  the  time  limitations  set 
forth  above  shall  have  the  effeot  of  a 
finding  described  in  paragraph  (a)  (4)  (i) 
of  this  section.  The  notification  described 
in  paragraph  (a)  (4)  (iii)  of  this  section 
shall  be  accompanied  by  a  statement  of 
the  designated  planning  agency’s  pro¬ 
posed  recommendation  to  the  Secretary 
and  the  reasons  therefor,  a  summary  of 
the  findings  and  recommendations  of  the 
other  agencies  with  which  such  agency 
has  consulted  pursuant  to  paragraph 
(a)  (4)  (iii)  of  this  section  and  shall  pro¬ 
vide  an  opportunity  for  a  fair  hearing 
with  respect  to  the  findings  and  recom¬ 


mendations  of  the  designated  planning 
agency  at  the  request  of  the  person  pro¬ 
posing  such  capital  expenditure.  The 
failure  >  by  the  designated  planning 
agency  to  provide  an  opportunity  for  a 
fair  hearing  in  cases  where  it  has  made 
the  finding  described  in  paragraph 
(a)  (4)  (ill)  of  this  section  shall  have  the 
effect  of  a  finding  described  in  para¬ 
graph  (a)  (4)  (i)  of  this  section.  In  carry¬ 
ing  out  its  functions  under  this  para¬ 
graph,  the  designated  planning  agency 
shall  review  and  make  findings  only  with 
respect  to  the  entire  .proposed  capital  ex¬ 
penditure  submitted  in  accordance  with 
paragraph  (2)  or  (3)  (i)  of  this  section, 
and  shall  not  make  findings  conditional 
upon  revision  of  the  proposal. 

(5)  Copies  of  the  findings  and  recom¬ 
mendations  of  the  designated  planning 
agency  shall  also  be  sent  to  the  agencies 
and  persons  described  in  paragraph  (a) 
(3)  (i)  (B)  of  this  section  and  to  persons 
who  testified  at  public  hearings  under 
paragraph  (a)  (3)  (ii)  of  this  section,  and 
shall  be  publicized  through  local  news¬ 
papers  and  public  information  channels. 

(6)  The  designated  planning  agency 
shall  provide  that  any  person  may,  for 

good  cause  shown,  request  in  writing  a 
public  hearing  for  purposes  of  recon¬ 
sideration  by  such  agency  of  a  finding 
described  in  paragraph  (a)  (4)  (i)  or 
(a)  (4)  (iii)  of  this  section.  To  be  effective, 
such  request  must  be  received  by  the 
designated  planning  agency  within  30 
days  after  the  date  of  the  designated 
planning  agency’s  written  notification 
under  this  section.  The  designated 
planning  agency  shall,  within  30  days 
after  receiving  a  timely  request  for  a 
public  hearing.  Including  a  showing  of 
good  cause  (or  later,  with  the  written 
consent  of  the  person  requesting  the 
hearing),  commence  such  a  hearing. 
Within  30  days  after  the  conclusion  of 
such  hearing,  the  designated  planning 
agency  shall,  in  writing,  notify  the  per¬ 
son  requesting  the  hearing,  the  person 
proposing  the  capital  expenditure,  and 
the  agencies  and  persons  described  in 
paragraph  (a)  (5)  of  this  section  of  its 
reconsidered  finding,  including  a  written 
detailed  statement  of  the  reasons  there¬ 
for.  For  purposes  of  this  subparagraph, 
a  request  for  a  public  hearing  shall  be 
demed  to  have  shown  good  cause  if  it  (1) 
presents  significant  relevant  Information 
or  materials  not  previously  considered  by 
the  desingated  planning  agency,  (ID 
demonstrates  that  there  have  been  sig¬ 
nificant  changes  in  factors  or  circum¬ 
stances  relied  upon  by  the  designated 
planning  agency  in  reaching  its  findings, 
(iii)  demonstrates  that  the  designated 
planning  agency  has  materially  failed  to 
follow  the  applicable  procedures  of 
this  subpart  in  reaching  its  findings,  or 
(lv)  provides  such  other  bases  for  a  pub¬ 
lic  hearing  as  the  designated  planning 
agency  determines  constitute  good 
cause.  Where  the  designated  planning 
agency  has  found  good  cause  for  a  public 
hearing,  the  failure  of  the  designated 
planning  agency  to  commence  and  hold 
a  public  hearing  as  required  by  this  sub- 
paragraph  shall  have  the  effect  of  a  find- 
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ing  described  In  paragraph  (&)  (4)  (l)  of 
this  section. 

(b) (1)  Any  person  proposing  a  capital 
expenditure  may  withdraw  his  previously 
filed  notice  of  proposed  capital  expendi¬ 
ture,  without  prejudice,  by  filing  simul¬ 
taneous  written  notification  of  such 
withdrawal  with  those  agencies  to  which 
he  gave  notification  pursuant  to  para¬ 
graph  (a)  (1)  of  this  section,  at  any  time 
prior  to  his  receipt  of  notice  pursuant  to 
paragraph  (a)  (4)  (i),  (ii),  or  (iii)  of  this 
section. 

(2)  A  person  proposing  a  capital  ex¬ 
penditure  may  submit  a  revised  proposal 
at  any  time  prior  to  the  date  of  the 
designated  planning  agency’s  notifica¬ 
tion  under  paragraph  (a)  (4)  of  this  sec¬ 
tion,  which  proposal  may,  at  the  option 
of  the  designated  planning  agency,  be 
treated  as  a  new  proposal  under  this  sec¬ 
tion.  After  such  date,  any  revised  pro¬ 
posal  shall  be  treated  as  a  new  proposal. 

(3)  The  review  of  a  proposed  capital 
expenditure  may  be  held  in  abeyance  at 
any  time  by  mutual  consent  of  the  desig¬ 
nated  planning  agency  and  the  person 
proposing  the  expenditure.  The  review 
shall  be  recommenced  upon  the  receipt 
by  the  designated  planning  agency  of  the 
written  request  for  recommencement 
from  the  person  proposing  the  expendi¬ 
ture. 

(c)  In  addition  to  any  other  hearing 
which  may  be  provided  by  an  agency 
described  in  §  100.105  in  connection  with 
the  review  of  a  proposed  capital  expendi¬ 
ture  under  this  subpart,  the  Agreement 
shall  provide  that  the  designated  plan¬ 
ning  agency  will  grant  to  a  person  pro¬ 
posing  a  capital  expenditure,  and  to  a 
health  systems  agency  with  whose  rec¬ 
ommendation  concerning  the  withhold¬ 
ing  of  reimbursement  for  expenses  re¬ 
lated  to  the  proposed  capital  expendi¬ 
ture  the  designated  planning  agency’s 
findings  are  inconsistent,  an  opportunity 
for  a  fair  hearing  with  respect  to  the 
findings  and  recommendations  of  the 
designated  planning  agency,  and  will  es¬ 
tablish  and  maintain  procedures  for  such 
appeal.  Such  procedures  shall  include 
the  following: 

(1)  The  request  for  a  hearing  must  be 
made  in  writing,  to  the  designated  plan¬ 
ning  agency,  within  30  days  after  the 
date  of  the  notice  of  finding  or  recom¬ 
mendation  of  the  designated  planning 
agency  referred  to  in  paragraph  (a)  (4) 
of  this  section  or,  in  the  event  the  desig¬ 
nated  planning  agency  has  reversed  or 
revised  its  findings  after  a  public  hearing 
held  under  paragraph  (a)  (5)  of  this  sec¬ 
tion,  within  30  days  after  the  date  of  the 
designated  planning  agency’s  written  no¬ 
tification  of  such  findings. 

(2)  The  hearing  shall  be  commenced 
within  30  days  after  reoeipt  of  the  re¬ 
quest  described  in  paragraph  (c)  (1)  of 
this  section  (or  later,  with  the  written 
consent  of  the  person  or  agency  request¬ 
ing  the  hearing) ,  and  shall  be  conducted 
in  accordance  with  the  applicable  re¬ 
quirements  of  State  law  and  by  such 
agency  or  person,  other  than  the  desig¬ 
nated  planning  agency,  as  the  Governor 
(or  other  chief  executive  officer  of  the 
State)  may  designate  for  that  purpose: 
Provided.  That  no  agency  which  or  per¬ 


son  who  has  taken  part  in  any  prior 
consideration  of  or  action  upon  the  pro¬ 
posed  capital  expenditure  may  conduct 
such  hearing.  If  the  hearing  is  not  com¬ 
menced  within  30  days  (or  such  longer 
period  as  the  person  has  agreed  to) ,  this 
failure  shall  have  the  effect  of  a  finding 
described  in  paragraph  (a)  (4)  (i)  of  this 
section. 

(i)  The  hearing  shall  be  open  to  the 
public  and  shall  be  publicized  through 
local  newspapers  and  public  information 
channels. 

(ii)  The  person  proposing  the  capital 
expenditure,  the  other  agencies  described 
in  $  100.105,  the  appropriate  health  sys¬ 
tems  agency  and  other  interested  par¬ 
ties,  including  representatives  of  con¬ 
sumers  of  health  services,  shall  be  per¬ 
mitted  to  give  testimony. 

(iii)  A  record  of  the  proceedings  shall 
be  kept  in  accordance  with  the  require¬ 
ments  of  applicable  State  law,  and  copies 
of  such  record,  together  with  copies  of 
all  documents  received  in  evidence,  shall 
be  available  to  the  public  for  inspection 
and  copying :  Provided.  That  any  person 
who  requests  copies  of  such  material 
may  be  required  to  bear  the  costs  there¬ 
of. 

(3)  The  hearing  officer  may  leave  the 
record  open,  for  a  period  not  to  exceed 
10  days  after  the  completion  of  taking 
evidence  or  hearing  testimony,  for  the 
purpose  of  receiving  additional  written 
material.  If  the  hearing  officer  leaves  the 
record  open,  the  end  of  such  period  shall 
be  deemed  the  conclusion  of  the  hearing. 
As  soon  as  practicable,  but  not  more 
than  45  days  after  the  conclusion  of  a 
bearing,  the  hearing  officer  shall  send 
written  notice  to  the  person  who  request¬ 
ed  the  hearing,  the  designated  planning 
agency,  the  appropriate  health  systems 
agency,  the  other  agencies  described  in 
8  100.105  who  participated  in  the  hear¬ 
ing,  and  other  interested  parties  at  the 
discretion  of  the  hearing  officer,  of  his 
decision  and  the  reasons  therefor.  Such 
decision  shall  be  publicized  through  local 
newspapers  and  public  Information 
channels.  In  the  event  that  the  hearing 
officers  fails  to  provide  notice  as  re¬ 
quired  above  within  45  days  after  the 
conclusion  of  a  hearing,  such  failure 
to  provide  notice  shall  have  the  effect 
of  a  finding  that  the  proposed  capital 
expenditure  is  in  conformity  with  the 
standards,  criteria,  and  plans  described 
in  8  100.104(a)  (2). 

(4)  Any  decision  of  a  hearing  officer, 
arrived  at  in  accordance  with  this  para¬ 
graph,  shall,  to  the  extent  that  it  re¬ 
verses  or  revises  the  findings  or  recom¬ 
mendations  of  the  designated  planning 
agency,  supersede  the  findings  and  rec¬ 
ommendations  of  the  designated  plan¬ 
ning  agency:  Provided,  That  where  judi¬ 
cial  review  of  such  decision  is  obtained, 
the  final  decision  of  the  reviewing  court, 
to  the  extent  that  it  modifies  the  findings 
and  recommendations  of  the  designated 
planning  agency,  shall  to  such  extent 
supersede  the  findings  and  recommenda¬ 
tions  of  the  designated  planning  agency. 
The  only  findings  of  the  designated  plan¬ 
ning  agency  which  may  be  reversed  or 
revised  by  the  hearing  officer  are  findings 


as  to  whether  the  person  proposing  the 
capital  expenditure  gave  notice  of  the 
proposal  as  required  by  paragraph  (a) 
(1)  of  this  section  and  findings  as  to 
whether  the  proposal  is  in  conformity 
with  the  standards,  criteria,  and  plans 
described  in  8  100.104(a)  (2) .  The  hear¬ 
ing  officer  may  also  make  findings  as  to 
the  compliance  by  the  designated  plan¬ 
ning  agency  with  the  applicable  proce¬ 
dural  requirements  of  this  subpart;  how¬ 
ever,  such  findings  by  the  hearing  officer 
do  not  serve  to  reverse  or  revise  the  find¬ 
ings  by  the  designated  planning  agency 
referred  to  in  the  preceding  sentence.  In 
the  event  that  the  Secretary  has  not  de¬ 
termined  whether  a  proposed  capital  ex¬ 
penditure  1s  subject  to  this  subpart,  the 
hearing  officer  may  also  reverse  or  revise 
the  designated  planning  agency’s  find¬ 
ings  on  this  Issue. 

(5)  To  the  extent  that  any  decision  of 
a  hearing  officer  pursuant  to  this  para¬ 
graph  requires  that  the  designated  plan¬ 
ning  agency  take  further  action,  such 
action  shall  be  completed  by  such  date  as 
the  hearing  officer  may  specify.  Failure 
by  the  designated  planning  agency  to 
complete  such  action  by  such  date  shall 
have  the  effect  of  a  finding  that  the 
proposed  capital  expenditure  is  in  con¬ 
formity  with  the  standards,  criteria,  and 
plans  described  in  8  100.104(a)  (2) . 

(d)  Where  the  designated  planning 
agency  believes  that  an  obligation  for  a 
capital  expenditure  as  defined  in 
5  100.103  has  been  incurred  by  or  on  be¬ 
half  of  a  health  care  facility  or  health 
maintenance  organization  and  notice  of 
that  expenditure  had  not  been  received 
by  the  designated  planning  agency  at 
least  60  days  prior  to  the  date  of  the  ob¬ 
ligation  for  such  expenditure,  the  desig¬ 
nated  planning  agency  shall  send  written 
notice  to  the  health  care  facility  or 
health  maintenance  organization  of  a 
proposed  finding  that  an  obligation  for  a 
capital  expenditure  subject  to  this  sub¬ 
part  was  incurred  and  that  timely  notice 
had  not  been  provided,  and  shall  allow  a 
30-day  period  following  the  date  of  this 
notice  for  the  health  care  facility  or 
health  maintenance  organization  to 
comment  upon  this  proposed  finding. 
Following  this  30-day  period,  the  desig¬ 
nated  planning  agency  shall  notify  the 
health  care  facility  or  health  mainte¬ 
nance  organization  and  the  other  agen¬ 
cies  referred  to  in  8  100.105  of  its  findings 
and  proposed  recommendation  to  the 
Secretary  and  the  reasons  therefor,  and 
shall  provide  an  opportunity  for  a  fair 
hearing  in  accordance  with  the  pro¬ 
cedures  of  paragraph  (c)  of  this  section 
with  respect  to  its  findings  and  recom¬ 
mendations  at  the  written  request  of  the 
health  maintenance  organization  or 
health  care  facility  by  or  on  behalf  of 
which  the  expenditure  was  found  to  have 
been  made. 

§  100.107  Agreement;  criteria  for  agency 
review. 

The  Agreement  shall  set  forth  the 
criteria  under  which  the  designated 
planning  agency,  the  appropriate  health 
systems  agencies,  and  file  other  agencies 
described  in  8  100.105  shall  evaluate  pro¬ 
posals  for  capital  expenditures  for  put- 
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poses  of  this  subpart  to  determine  their 
conformance  with  the  applicable  stand¬ 
ards,  criteria,  and  plans  referred  to  In 
§  100.104  (a)  (2)  (which  standards, 

criteria,  and  plans  shall  include  criteria 
adopted  by  the  State  Health  Planning 
and  Development  Agency  pursuant  to  42 
CFR  $  123.409) . 

§  100.108  Determinations  by  the  Secre¬ 
tary. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section,  if  the  Secretary  de¬ 
termines  that  (1)  the  designated  plan¬ 
ning  agency  has  not  been  given  timely 
notice  of  intention  to  make  a  capital  ex¬ 
penditure  in  accordance  with  §  100.106 
or  (2)  that  the  designated  planning 
agency  has,  in  accordance  with  the  re¬ 
quirements  of  section  1122  of  the  Act 
submitted  to  the  Secretary  its  finding 
that  such  expenditure  is  not  consistent 
with  the  standards,  criteria,  or  plans  de¬ 
scribed  in  S  100.104(a)  (2)  (except  where 
action  or  inaction  by  the  designated 
planning  agency  or  the  agency  which  or 
person  who  conducted  the  hearing  un¬ 
der  §  100.106(c)  has,  under  the  provisions 
of  this  subpart,  the  effect  of  a  finding 
described  in  S  100.106(a)(4)(D),  then, 
for  such  period  as  he  deems  necessary 
to  effectuate  the  purpose  of  section  1122 
of  the  Act,  he  shall,  in  determining  the 
Federal  payments  to  be  made  under 
titles  V,  XVm,  and  XIX  of  the  Act  to 
such  health  care  facility  or  health  main¬ 
tenance  organization,  exclude  expenses 
related  to  such  capital  expenditure. 

(b)  Notwithstanding  the  provisions  of 
paragraph  (a)  of  this  section,  if  thp  Sec¬ 
retary,  after  submitting  the  matters  in¬ 
volved  to  the  National  Council  on  Health 
Planning  and  Development  (established 
pursuant  to  section  1503  of  the  Public 
Health  Service  Act,  42  U.S.C.  300k-3)  or 
the  Federal  Hospital  Council  (estab¬ 
lished  under  section  641  of  such  Act,  42 

U. S.C.  291k)  until  the  National  Council 
on  Health  Planning  and  Development 
has  assumed  such  functions,  and  after 
taking  into  consideration  the  recommen¬ 
dations  of  the  designated  planning  agen¬ 
cy  and  the  other  agencies  described  in 
S  100.105  with  respect  to  such  expendi¬ 
ture,  determines  that  an  exclusion  of  ex¬ 
penses  related  to  any  capital  expenditure 
of  any  health  care  facility  or  health 
maintenance  organization  would  dis¬ 
courage  the  operation  or  expansion  of 
such  facility  or  organization,  or  of  any 
facility  of  such  organization,  which  has 
demonstrated  to  his  satisfaction  proof  of 
capability  to  provide  comprehensive 
health  care  services  efficiently,  effec¬ 
tively,  and  economically,  or  would  other¬ 
wise  be  inconsistent  with  the  effective  or¬ 
ganization  and  delivery  of  health  services 
or  the  effective  administration  of  titles 

V,  XVIII,  or  XIX  of  the  Act,  he  shall  in¬ 
clude  such  expenses  in  Federal  payments 
under  such  titles. 

(c)  Upon  making  a  determination 
under  this  section  the  Secretary  will 
promptly  notify  the  person  proposing 
such  capital  expenditure,  the  designated 
planning  agency,  the  appropriate  health 
systems  agency,  and  the  other  agencies 
described  in  1  100.105  with  which  the 
designated  planning  agency  has  con¬ 


sulted,  of  such  determination  and  the 
basis  for  such  determination. 

(d)  Any  person  dissatisfied  with  a  de¬ 
termination  by  the  Secretary  under  sec¬ 
tion  1122  of  the  Act  or  this  subpart  with 
respect  to  a  particular  capital  expendi¬ 
ture  may,  within  six  months  following 
the  date  of  the  Secretary’s  notification 
of  such  determination,  provided  under 
paragraph  (c)  of  this  section,  request 
the  Secretary  to  reconsider  such  deter¬ 
mination. 

(1)  Such  request  for  reconsideration 
shall  be  in  writing,  addressed  to  the  Sec¬ 
retary  of  Health,  Education,  and  Welfare 
or  to  any  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare  to  whom  the  Secretary  has  dele¬ 
gated  responsibility  to  receive  such  re¬ 
quests,  and  shall  set  forth  the  grounds 
based  upon  the  record  of  the  proceedings 
and  any  issues  of  law  upon  which  such 
reconsideration  is  requested. 

(2)  Reconsideration  will  be  based  upon 
the  record  of  the  proceedings,  which 
shall  consist  of  the  findings,  recom¬ 
mendations  and  supporting  materials 
submitted  to  the  Secretary  by  the  des¬ 
ignated  planning  agency  (including  the 
findings  and  recommendations  of  other 
agencies)  which  relate  to  the  findings 
and  recommendations  involved,  the  rec¬ 
ord  of  the  hearing  provided  by  the  des¬ 
ignated  planning  agency,  if  any,  and  of 
any  judicial  proceedings,  the  materials 
submitted  in  connection  with  such  re¬ 
quest  and  such  comments  and  informa¬ 
tion  as  the  Secretary  may  request  from 
any  person. 

(3)  Notice  of  any  reconsidered  deter¬ 
mination  under  this  paragraph  shall  be 
sent  to  the  designated  planning  agency 
and  the  person  requesting  such  reconsid¬ 
eration. 

(e)  A  determination  by  the  Secretary 
is,  under  section  1122  of  the  Act,  not  sub¬ 
ject  to  administrative  or  judicial  review. 

§  100.109  Continuing  effect  of  deter¬ 
minations. 

(a)  Except  in  the  case  of  a  long-term 
construction  plan  of  the  type  described 
in  paragraph  (b)  of  this  section,  where 
the  designated  planning  agency  has 
found  that  a  proposed  capital  expendi¬ 
ture  is  in  conformity  with  the  stand¬ 
ards,  criteria,  and  plans  described  in 
S  100.104(a)  (2),  or  in  cases  where  action 
or  inaction  by  the  designated  planning 
agency  or  the  agency  which  or  person 
who  conducted  the  hearing  under  S  100.- 
106(c)  has  the  effect  of  such  a  finding, 
the  obligation  for  such  capital  expendi¬ 
ture  shall  be  Incurred  not  more  than  one 
year  following  the  date  of  such  finding, 
or  such  shorter  period  as  may  be  re¬ 
quired  by  applicable  State  law :  Provided, 
That  in  the  absence  of  any  State  law  to 
the  contrary,  the  designated  planning 
agency  may,  pursuant  to  a  showing  of 
good  cause  by  the  person  proposing  such 
expenditure,  extend  the  period  during 
which  such  obligation  must  be  incurred 
for  up  to  an  additional  six  months.  If 
no  such  obligation  is  incurred  within 
such  period,  the  designated  planning 
agency’s  approval  shall,  for  purposes  of 
this  subpart,  be  deemed  to  be  terminated 


upon  the  expiration  of  such  period  and 
the  person  proposing  the  capital  expend¬ 
iture,  should  he  seek  to  incure  an  obliga¬ 
tion  for  such  expenditure,  would  be  re¬ 
quired  to  provide  notification  and  seek 
review  in  accordance  with  S  100.106.  In 
the  event  that  obligations  for  only  part 
of  such  capital  expenditure  have  been 
incurred  within  such  period,  the  desig¬ 
nated  planning  agency’s  approval  shall, 
for  purposes  of  this  subpart,  be  deemed 
to  be  terminated  upon  the  expiration  of 
such  period  with  respect  to  the  part  of 
the  capital  expenditure  for  which  no  ob¬ 
ligation  was  incurred.  In  the  event  that 
such  period  has  expired  and  the  obliga¬ 
tion  for  all  or  part  of  the  capital  expendi¬ 
ture  has  not  been  incurred,  the  desig¬ 
nated  planning  agency  shall  so  notify 
the  Secretary. 

(b)  In  the  case  of  any  plan  for  capital 
expenditures  proposed  by  or  on  behalf  of 
a  health  care  facility  or  health  mainte¬ 
nance  organization  under  which  a  se¬ 
ries  of  obligations  for  capital  expendi¬ 
tures  for  discrete  components  of  the  plan 
is  to  be  incurred  over  a  period  longer 
than  one  year,  the  designated  planning 
agency  may  review  and  approve  or  dis¬ 
approve,  for  purposes  of  this  subpart, 
those  of  such  capital  expenditures  which 
it  estimates  will  be  incurred  within  three 
years  following  the  date  of  such  ap¬ 
proval  or  disapproval. 

(c) (1)  In  any  case  in  which  the  Sec¬ 
retary  has  determined  that  expenses  re¬ 
lated  to  such  capital  expenditure  shall 
not  be  included  in  determining  Federal 
payments  under  titles  V,  XVTII,  and  XIX 
of  the  Act,  the  health  care  facility  or 
health  maintenance  organization  to 
whom  such  payments  are  made  shall  be 
entitled,  upon  its  request  to  the  desig¬ 
nated  planning  agency  in  such  form  and 
manner  and  supported  by  such  informa¬ 
tion  as  such  agency  may  require,  to  a 
reconsideration  by  the  designated  plan¬ 
ning  agency  of  such  finding: 

(1)  Whenever  the  designated  planning 
agency  determines  that  there  is  a  sub¬ 
stantial  change  in  existing  or  proposed 
health  facilities  or  services,  of  the  type 
proposed,  in  the  area  served  by  such  fa¬ 
cility  or  organization;  or 

(ii)  Where  the  designated  planning 
agency  determines  that  there  has  been 
a  substantial  change  in  the  need  for  fa¬ 
cilities  or  services  of  the  type  proposed,  in 
the  area  served  by  such  facility  or  or¬ 
ganization,  as  reflected  in  the  standards, 
criteria  or  plans  referred  to  in  S  100.104 
(a) (2) ;  or 

(iii)  At  any  time  following  the  expira¬ 
tion  of  three  years  from  the  date  of  the 
finding  of  the  designated  planning 
agency  or  of  its  last  reconsideration  of 
such  finding  pursuant  to  this  paragraph, 
whichever  is  later. 

(2)  (i)  If,  upon  reconsideration  of  its 
finding  pursuant  to  this  paragraph,  and 
after  following  the  applicable  procedures 
of  fi  100.104  and  1  100.106,  the  designated 
planning  agency  finds  that  the  facilities 
or  services  provided  by  such  capital  ex¬ 
penditure  are  in  conformity  with  the 
standards,  criteria,  and  plans  described 
in  1  100.104(a)(2),  it  shall  promptly  so 
notify  the  Secretary,  the  appropriate 
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agencies,  and  the  person  submitting  such 
request  including  a  written,  detailed 
statement  of  the  reasons  for  such  find¬ 
ing.  ' 

(ii)  If  the  designated  planning 
agency,  upon  such  reconsideration  reaf¬ 
firms  its  previous  finding,  the  procedure 
set  forth  in  §  100.106  following  an  initial 
determination  shall  be  followed. 

(3)  Upon  notification  by  a  designated 
planning  agency  of  a  revised  finding  in 
accordance  with  paragraph  (c)  (2)  of 
this  section,  the  Secretary  will  include, 
in  determining  future  payments  under 
titles  V,  XVm,  and  XIX  of  the  Act,  ex¬ 
penses  related  to  such  capital  expendi¬ 
ture.  Such  expenses  will  be  included  for 
periods  following  the  date  of  such  notifi¬ 
cation  only,  and  amounts  previously  ex¬ 
cluded  shall  not  be  taken  into  account  in 
determining  Federal  payments  under 
titles  V,  XVIII,  and  XIX  of  the  Act. 

(d)  In  the  event  that  a  person  propos¬ 
ing  a  capital  expenditure  incurs  an  obli¬ 
gation  for  a  capital  expenditure  which 
includes  a  change  in  the  capital  ex¬ 
penditure  (as  set  forth  in  §  100.103(a) 
(2)  (v) )  reviewed  by  the  designated 
planning  agency,  other  than  a  change 
in  the  cost  of  the  proposed  capital 
expenditure,  if  such  change  was  not 
submitted  for  review  by  the  desig¬ 
nated  planning  agency  in  accordance 
with  §  100.106(a),  the  Secretary  will,  in 
determining  the  Federal  payments  to  be 
made  under  titles  V.  XVIH,  and  XIX 
to  such  health  care  facility  or  health 
maintenance  organization,  exclude  ex¬ 
penses  related  to  the  entire  capital  ex¬ 
penditure  for  which  the  obligation  was 
incurred. 

§  100.110  Payment  by  Secretary  of  costs 
of  agency  review. 

(a)  In  accordance  with  section  1122  of 
the  Act,  the  Secretary  will  pay  to  each 
designated  planning  agency  an  amount 


for  each  fiscal  year  beginning  with  the 
fiscal  year  ending  June  30,  1974,  to  be 
determined  as  follows,  except  that  where 
a  State  Health  Planning  and  Develop¬ 
ment  Agency  has  been  designated  in  the 
Agreement  pursuant  to  §  100.105(a)  as 
the  designated  planning  agency,  such 
agency  will  be  funded  to  perform  its 
functions  under  this  subpart  through 
its  health  planning  and  development 
grant  under  section  1525  of  the  Public 
Health  Service  Act  (42  U.S.C.  300m-4) : 

(1)  The  Secretary  will  determine  on 
the  basis  of  information  furnished  to 
him  by  the  designated  planning  agency 
and  such  other  information  as  may  be 
available  to  him,  (i)  the  amount  of  funds, 
both  Federal  and  non-Federal,  which  will 
be  expended  in  such  State  during  such 
fiscal  year  to  carry  out  sections  314  (a) 
and  (b)  of  the  Public  Health  Service 
Act,  and  (ii)  the  amount  of  such  funds 
which  will  be  expended  for  the  purpose  of 
cost  containment. 

(2)  The  amount  to  be  paid  to  each 
designated  planning  agency  under  this 
paragraph  will  be  computed  by  multiply¬ 
ing  the  lesser  of  (i)  the  amount  deter¬ 
mined  pursuant  to  clause  (a)  (2)  (ii)  of 
paragraph  (a)(1)  of  this  section  or  (ii) 
50  percent  of  the  amount  determined 
pursuant  to  clause  (i)  of  paragraph  (a) 

( 1 )  of  this  section,  by  the  percentage  ob¬ 
tained  by  dividing  the  total  amount  of 
Federal  expenditures  for  hospital  and 
nursing  home  services  under  titles  V, 
XVm  and  XIX  of  the  Act  in  such  State 
by  the  total  amount  of  all  expenditures 
for  hospital  and  nursing  home  services, 
from  whatever  source,  in  such  State.  This 
computation  shall  utilize  data  from  the 
latest  fiscal  year  for  which  all  necessary 
data  are  available,  as  determined  by  the 
Secretary. 

(3)  The  percentage  for  each  State  ob¬ 
tained  by  dividing  the  total  amount  of 
Federal  expenditures  for  hospital  and 


nursing  home  services  under  titles  V, 
XVII  and  XIX  of  the  Act  in  such  State 
by  the  total  amount  of  all  expenditures 
for  hospital  and  nursing  home  services 
from  whatever  source  in  such  State  for 
each  fiscal  year  will  be  published  in  the 
Federal  Register  as  soon  as  practicable 
following  the  beginning  of  such  fiscal 
year. 

(b)  Each  designated  planning  agency 
shall  be  responsible  for  making  payments 
from  funds  paid  to  it  by  the  Secretary 
pursuant  to  paragraph  (a)  of  this  sec¬ 
tion  to  the  other  agencies  described  in 
§  100.105  in  such  State.  The  method  for 
computing  such  payments  shall  be  de¬ 
scribed  in  the  Agreement  entered  into 
pursuant  to  §  100.104.  Where  a  health 
systems  agency  is  reviewing  proposed 
capital  expenditures  for  the  purpose  of 
submitting  findings  and  recommenda¬ 
tions  to  the  designated  planning  agency, 
the  health  systems  agency  will  be  funded 
to  perform  such  function  through  its 
health  planning  grant  under  section  1516 
of  the  Public  Health  Service  Act  (42 
U.S.C.  3001-5) . 

(c)  The  Secretary  shall  from  time  to 
time  make  payments  to  a  designated 
planning  agency  of  all  or  a  portion  of  the 
amount  determined  pursuant  to  para¬ 
graph  (a)  of  this  section,  in  advance  or 
by  way  of  reimbursement  as  provided  in 
the  Agreement,  to  the  extent  he  deter¬ 
mines  such  payments  necessary  to  pro¬ 
mote  the  carrying  out  of  the  purposes  of 
section  1122  of  the  Act  in  such  State. 
Such  payments  shall  be  subject  to  ad¬ 
justments,  on  account  of  overpayments 
or  underpayments  previously  made,  in 
accordance  with  the  Agreement. 

(d)  The  designated  planning  agency 
shall  keep  such  records  and  accounts,  and 
furnish  such  reports  to  the  Secretary,  as 
may  be  required  pursuant  to  the 
Agreement. 
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